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FEDERAL HAZARDOUS SUBSTANCES LABELING ACT 


MONDAY, MARCH 14, 1960 


House or REPRESENTATIVES, 
SUBCOMMITTEE ON HEALTH AND SAFETY 
OF THE COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE, 
Washington, D.C. 

The subcommittee met, pursuant to call, at 10 a.m., in room 1334, 
New House Office Building, Hon. K. A. Roberts (chairman of the 
subcommittee) presiding. 

Present: Representatives Roberts, Rhodes, O’Brien, Rogers of 
Florida, Brock, Devine, and Nelsen. 

Also present: W. E. Williamson, chief clerk. 

Mr. Roserts. The Subcommittee on Health and Safety of the 
House Committee on Interstate and Foreign Commerce is meetin 
this morning to begin hearings on H.R. 5260, a bill which I iitvolaced 
to regulate the interstate distribution and sale of packages of hazard- 
ous substances intended or suitable for household use, otherwise known 
as the Federal Hazardous Substances Labeling Act. 

The primary purpose of this bill is to establish standards for the 
labeling of hazardous substances which are used in and about the 
household but which are not regulated by existing law. Every year 
some 200,000 poisonings take place in the United States resulting in 
approximately 5,000 deaths, much suffering, and, of course, economic 
losses. 

This bill covers substances which are toxics, corrosives, irritants, 
strong sensitizers, flammables, and also substances which generate 
pressure. The bill provides that the following information must ap- 
pear on the label of a hazardous substance: 

(1) Name and place of business of manufacturer. 

(2) The name of the product. 

(3) A signal word, such as “DANGER,” “WARNING,” or “CAUTION.” 

(4) An affirmative statement of the principal hazard or haz- 
ards, such as “FLAMMABLE,” “VAPOR HARMFUL,” and so forth. 

(5) Precautionary measures describing action to be followed 
or avoided. 

(6) First-aid treatment if there is a hazard through contact 
or exposure. 

(7) “Potson” for any substance meeting the definition of 
“highly toxic.” 

(8) Instructions for handling and storage of packages which 
require snecial care in handling or storage. 
_ (9) The statement “KEEP OUT OF THE REACH OF CHILDREN.” 

This bill is intended to provide a sound legislative pattern at the 
Federal level for informative precautionary labeling of hazardous 
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substances intended or suitable for household use. Representatives 
of major industry groups, including toxicologists, chemists, physi. 
clans, company labeling personnel, and lawyers, have participated jp 
a number of conferences on this subject over the past several years, 
A. series of conferences was held last year with regulatory officials, 
physicians, and others interested in this problem. This bill was pre. 
pared after careful study to provide a model bill for uniform legis. 
lation in this field. 

The use of this bill on the Federal level should provide a uniform 
precautionary labeling program which will adequately advise the 
consumer of the hazards in the use of the product as well as make 
available immediate information for physicians who are called upon 
to treat cases of accidental injury. It should also provide a pattern 
which the States may follow in enacting similar legislation. 

A copy of H.R. 5260, together with departmental and agency re- 
ports thereon, will be made a part of the record at this point, without 
objection. 

(The documents referred to follow :) 


[H.R. 5260, 86th Cong., Ist sess. ] 


A BILL To regulate the interstate distribution and sale of packages of hazardous substances 
intended or suitable for household use 
Be it enacted by the Scnate and House of Representatives of the United States 
of America in Congress assembled, 
TITLF 


SeEcTION 1. This Act may be cited as the “Federal Hazardous Substances 
Labeling Act”. 


DEFINITIONS 


Sec. 2. For the purposes of this Act— 

(a) The term “Territory” means any Territory or possession of the United 
States, including the District of Columbia and the Commonwealth of Puerto 
Rico but excluding the Canal Zone. 

(b) The term “interstate commerce” means (1) commerce between any State 
or Territory and any place outside thereof, and (2) commerce within the Dis- 
trict of Columbia or within any other Territory not organized with a legislative 
body. 

(c) The term “Department” means the Department of Health, Education, 
and Welfare. 

(d) The term “Secretary” means the Secretary of Health, Education, and 
Welfare. 

(e) The term “person” includes an individual, partnership, corporation, and 
association. 

(f) The term “hazardous substance” means any substance or mixture of sub 
stances which is (1) toxic, (2) corrosive, (3) an irritant, (4) strong sensitizer, 
(5) flammable, or which (6) generates pressure through decomposition, heat, 
or other means, if such substance or mixture of substances may cause substal- 
tial personal injury or illness during any customary or reasonably anticipated 
handling or use. 

(zg) The term “toxic” shall apply to any substance which has the inherent 
capacity to produce bodily injury to man through ingestion, inhalation, oF 
absorption through any body surface. 

(h)(1) The term “highly toxic’ means any substance which falls within 
any of the following categories: (a) Produces death within fourteen days in half 
or more than half of a group of ten or more laboratory white rats each weighing 
between two hundred and three hundred grams, at a single dose of fifty milli 
grams or less per kilogram of body weight, when orally administered; or (b) 
produces death within fourteen days in half or more than half of a group of 
ten or more laboratory white rats each weighing between two hundred and three 
hundred grams, when inhaled continuously for a period of one hour or less at 
an atmospheric concentration of two hundred parts per million by volume oF 
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less of gas, vapor, mist, or dust, provided such concentration is likely to be en- 
countered by man when the substance is used in any reasonably foreseeable 
manner; or (c) produces death within fourteen days in half or more than 
half of a group of ten or more rabbits tested in a dosage of two hundred milli- 
grams or less per kilogram of body weight, when administered by continuous 
contact with the bare skin for twenty-four hours or less. , : 

(2) If the Secretary finds that available data on human experience with any 
substance indicate results different from those obtained on animals in the 
above named dosages or concentrations, the human data shall take precedence. 

(i) The term “corrosive” means any substance which in contact with living 
tissue will cause destruction of tissue by chemical action; but shall not refer 
to action on inanimate surfaces. eres 

(j) The term “irritant” means any substance not corrosive within the mean- 
ing of (i) which on immediate, prolonged, or repeated contact with normal liv- 
ing tissue will induce a local inflammatory reaction. . 

(k) The term “strong sensitizer” means a substance which will cause on 
normal living tissue through an allergic or photodynamic process a hypersensi- 
tivity which becomes evident on reapplication of the same substance and which 
is designated as such by the Secretary. Before designating any substance as a 
strong sensitizer, the Secretary shall find that the frequency of occurrence and 
severity of the reaction indicate a significant potential for causing hyper- 
sensitivity. 

(1) The term “extremely flammable” shall apply to any substance which has 
a flash point at or below twenty degrees Fahrenheit as determined by the 
Tagliabue Open Cup Tester, and the term “flammable” shall apply to any sub- 
stance which has a flash point of above twenty degrees to and including eighty 
degrees Fahrenheit, as determined by the Tagliabue Open Cup Tester; except 
that the flammability of the contents of self-pressurized containers shall be 
determined by methods generally applicable to such containers and established 
by regulations issued by the Secretary. 

(m) The term “label” means a display of written, printed, or graphic matter 
upon or attached to the immediate package or container of any substance; and 
a requirement made by or under authority of this Act that any word, statement, 
or other information appear on the label shall not be considered to be complied 
with unless such word, statement, or other information also appears (1) on the 
outside container or wrapper, if any there be, unless it is easily legible through 
the outside container or wrapper and (2) on all accompanying literature where 
there are directions for use, written or otherwise. 

(n) The term “immediate container” does not include package liners. 

(o) The term “misbranded package” means any container of a hazardous 
substance intended or suitable for household use which fails to bear a label— 

(1) which states conspicuously (A) the name and place of business of the 
manufacturer, packer, or distributor; (B) the common or usual name, or 
the chemical name or the recognized generic name (not trade name only) 
of the hazardous substance or of each component which contributes sub- 
stantially to its hazard; (C) the signal word “DANGER” on substances 
which are extremely flammable, corrosive, or which (i) produce death 
within fourteen days in half or more than half of a group of ten or more 
laboratory white rats each weighing between two hundred and three hun- 
dred grams, at a single dose of one gram or less per kilogram of body 
weight, when orally administered; or (ii) produce death within fourteen 
days in half or more than half of a group of ten or more laboratory white 
rats each weighing between two hundred and three hundred grams, when 
inhaled continuously for a period of one hour or less at an atmospheric con- 
centration of two thousand parts per million by volume of gas, vapor, mist, 
or dust, provided such concentration is likely to be encountered by man when 
the substances are used in any reasonably foreseeable manner: or (iii) pro- 
duce death within fourteen days in half or more than half of a group of 
ten or more rabbits tested in a dosage of one gram or less per kilogram 
of body weight, when. administered by continuous contact with the bare 
skin for twenty-four hours or less; (iv) if the Secretary finds that avail- 
able data on human experience with any substance indicate results different 
from those obtained on animals in the above named dosages or concentra- 
tions, he may require the use of the signal word “DANGER” on such sub- 
Stance or permit use of the signal word “WARNING” or “CAUTION” on 
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such substance; (D) the signal word “WARNING” or “CAUTION” on aj 
other hazardous substances; (E) an affirmative statement of the Principal 
hazard or hazards, such as “Flammable”, “Vapor Harmful”, “Causes 
Burns”, “Absorbed Through Skin”, or similar wording descriptive of the 
hazard; (F) precautionary measures describing the action to be followed 
or avoided ; (G) instructions, when necessary, for the first-aid treatment in 
vase of contact or exposure, if the substance is hazardous through contact or 
exposure; (H) the word “poison” for any hazardous substance which is de 
fined as “highly toxic” by subsection (h); (I) instructions for handling 
and storage of packages which require special care in handling or storage: 
and (J) the statement “Keep out of the reach of children”, or its practicg] 
equivalent, and 

(2) on which any statements required under clause (1) of this subsec 
tion are located prominently and are in the English language in legible type 
in contrast by typography, layout, or color with other printed matter on the 
label: Provided, That the Secretary shall, by regulations, provide for mini. 
minum information which shall appear on the labels for small packages, which 
labels need not include all of the information required by this subsection: 
Provided further, That the Secretary may permit less than the foregoing 
statement of the hazard or precautionary measures for labels of hazardous 
chemical substances presenting only minor hazards; and the term “mis 
branded package” shall not apply to packages of economic poisons subject to 
the Federal Insecticide, Fungicide, and Rodenticide Act, nor to packages of 
foods, drugs, and cosmetics subject to the Federal Food, Drug, and Cosmetie 
Act. 


PROHIBITED ACTS 


Sec. 3. The following acts and the causing thereof are hereby prohibited: 

(a) The introduction or delivery for introduction into interstate commerce 
of any misbranded package of a hazardous substance. 

(b) The alteration, mutilation, destruction, obliteration, or removal of the 
whole or any part of the label of, or the doing of any other Act with respect to 
a hazardous substance, if such act is done while the substance is in interstate 
commerce or while the substance is held for sale (whether or not the first sale) 
after shipment in interstate commerce and which results in the hazardous sub- 
stance being in a misbranded package. 

(c) The receipt in interstate commerce of any misbranded package of a haz- 
ardous substance and the delivery or proffered delivery thereof for pay or other. 
wise. 

(d) The giving of a guarantee of undertaking referred to in section 4(b) (2) 
which guarantee or undertaking is false, except by a person who relied upon a 
guarantee or undertaking to the same effect signed by, and containing the name 
and address of, the person residing in the United States from whom he received 
in good faith the hazardous substance. 

(e) The refusal to permit entry or inspection as authorized by section 8(b). 

(f) A reuse of food, drug, or cosmetic containers still bearing original labels 
or indentifiable as such by characteristic shape, impression, or closures as Ccon- 
tainers for hazardous substances. 


PENALTIES 


Sec. 4. (a) Any person who violates any of the provisions of section 3 shall 
be guilty of a misdemeanor and shall on conviction thereof be subject to a fine 
of not more than $500. For second and subsequent offenses, the penalty shall 
be imprisonment for not more than one year, or a fine of not more than $3,000, 
or both such imprisonment and fine. 

(b) No person shall be subject to the penalties of subsection (a) of this sec 
tion, (1) for having violated section 3(c), if the receipt. delivery, or proffered 
delivery of the hazardous substance was made in good faith, unless he refuses 
to furnish on recuest of an officer or employee duly designated by the Secretary, 
the name and address of the person from whom he purchased or received such 
hazardous substance, and copies of all documents, if any there be, pertaining 
to the delivery of the hazardous substance to him; or (2) for having violated 
section 3(a), if he establishes a guarantee or undertaking signed by. and col- 
taining the name and address of, the person residing in the United States from 
whom he received in good faith the hazardous substance, to the effect that the 
hazardous substance is not in misbranded packages within the meaning of that 
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term in this Act; or (3) for having violated subsection (a) or (c) of section 3 
in respect of any hazardous substance Shipped or delivered for shipment for ex- 

rt to any foreign country, in a package marked for export and branded in 
accordance with the specifications of the foreign purchaser and in accordance 
with the laws of the foreign country. 


SEIZURES 


Sec. 5. (a) Any hazardous substance that is in a misbranded packag > when in- 
troduced into or while in interstate commerce or while held for sale (whether 
or not the first sale) after shipment in interstate commerce, shall be liable 
to be proceeded against while in interstate commerce or at any time thereafter, 
on libel of information and condemned in any district court in the United States 
within the jurisdiction of which the hazardous substance is fuund: Provided, 
That this section shall not apply to a hazardous substance intended for export 
to any foreign country if it (1) isina package branded ir accordance with the 
specifications of the foreign purchaser, (2) is labeied in accordance with the laws 
of the foreign country, and (3) is labeled on the outside of the shipping package 
to show that it is intended for export, and (4) is so exported. 

(b) Such hazardous substance shall be liable to seizure by process pursuant 
to the libel, and the procedure in cases under this section sha‘] conform, as nearly 
as may be, to the procedure in admiralty ; except that on demand of either party 
any issue of act joined in any such case shall be tried by jury. W hen libel for 
condemnation proceedings under this section, involving the same claimant and 
the same issues of misbranding, are pending in two or more jurisdictions, such 
pending proceedings, upon application of the United States or the claimant 
seasonably made to the court of one such jurisdiction, shall be consolidated for 
trial by order of such court, and tried in (1) any district selected by the applicant 
where one of such proceedings is pending; or (2) a district agreed upon by 
stipulation between the parties. If no order for consolidation is so made within 
a reasonab’e time, the United States or the claimant may apply to the court of 
one such jurisdiction, and such court (after giving the other party, the claimant, 
or the United States attorney for such district, reasonable notice and opportunity 
to be heard) shall by order, unless good cause to the contrary is shown, specify 
a district of reasonable proximity to the claimant’s principal place of business, 
in which all such pending proceedings shall be consolidated for trial and tried. 
Such order of consolidation shall not apply so as to require the removal of any 
case the date for trial of which has been fixed. The court granting such order 
shall give prompt notification thereof to the other courts having jurisdiction of 
the cases covered thereby. 

(c) Any hazardous substance condemned under this section shall, after entry 
of the decree, be disposed of by destruction or sale as the court may, in accordance 
with the provisions of this section direct and the proceeds thereof, if sold, less 
the legal costs and charges, shall be paid into the Treasury of the United States; 
but such hazardous substance shall not be sold under such decree contrary to 
the provisions of this Act or the laws of the jurisdiction in which sold: Provided, 
That, after entry of the decree and upon the payment of the costs of such pro- 
ceedings and the execution of a good and suflicient bond conditioned that such 
hazardous substance shall not be sold or disposed of contrary to the provisions of 
this Act or the laws of any State or Territory in which so'd, the court may by 
order direct that such hazardous substance be delivered to the owner thereof to 
be destroyed or brought into compliance with the provisions of this Act under 
the supervision of an officer or employee duly designated by the Secretary, and 
the expenses of such supervision shall be paid by the person obtaining release 
of the hazardous substance under bond. 

(d) When a decree of condemnation is entered against the hazardous sub- 
stance, court costs and fees, and storage and other proper expenses, shall be 
awarded against the person, if any, intervening as claimant of the hazardous 
substance, 

(e) Inthe case of removal for trial of any case as provided by subsection (b)— 

(1) the clerk of the court from which removal is made shall promptly 
transmit to the court in which the case is to be tried all records in the case 
necessary in order that such court may exercise jurisdiction: 

(2) the court to which such cases is removed sha’l have the powers and 
be subject to the duties. for purposes of such ease, which the court from 
which removal was made would have had, or to which such court would 
have been subject, if such case had not been removed. 
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HEARING BEFORE REPORT OF CRIMINAL VIOLATION 


Sec. 6. Before any violation of this Act is reported by the Secretary to ay 
United States attorney for institution of a criminal proceeding, the pergoy 
against whom such proceeding is contemplated shall be given appropriate notice 
and an opportunity to present his views, either orally or in writing, with regard 
to such contemplated proceeding. 


REGULATIONS AND HEARINGS 


Sec. 7. (a) The authority to promulgate regulations for the eflicient enforee. 
ment of this Act, except as otherwise provided in this section, is hereby vesteg 
in the Secretary. 

(b) The Secretary of the Treasury and the Secretary of Health, Edu ‘ation, 
and Welfare shall jointly prescribe regulations for the eflicient enforcement of 
the provisions of section 11, except as otherwise provided therein. Such regula. 
tions shall be promulgated in such manner and take effect at such time, after due 
notice, as the Secretary of Health, Education, and Welfare shall determine. 


EXAMINATIONS AND INVESTIGATIONS 


Sec. 8. (a) The Secretary is authorized to conduct examinations, inspections, 
and investigations for the purposes of this Act through officers and employees of 
the Department or through any health officer or employee of any State, Ter- 
ritory, or political subdivision thereof, duly commissioned by the Secretary as 
an officer of the Department. 

(b) For purposes of enforcement of this Act, officers or employees duly desig- 
nated by the Secretary, upon presenting appropriate credentials and a written 
notice to the owner, operator, or agent in charge, are authorized (1) to enter, at 
reasonable times, any factory, warehouse, or establishment in which hazardous 
substances are held for introduction into interstate commerce or are held after 
such introduction, or to enter any vehicle being used to transport or hold such 
hazardous substances in interstate commerce; and (2) to inspect and sample, 
at reasonab’e times and within reasonable limits and in a reasonable manner, 
finished hazardous substances in retail packages and labeling thereon in such 
factory, warehouse, establishment, or vehicle. A separate notice shall be given 
for each such inspection, but a notice shall not be required for each entry made 
during the period covered by the inspection. Each such inspection shall be com- 
menced and completed with reasonable promptness. 


RECORDS OF INTERSTATE SHIPMENT 


Sec. 9. For the purpose of enforcing the provisions of this Act, carriers en- 
gaged in interstate commerce, and persons receiving hazardous substances in 
interstate commerce or holding such hazardous substances so received shall, 
upon the request of an officer or employee duly designated by the Secretary, 
permit such officer or employee, at reasonable times, to have access to and to 
copy all records showing the movement in interstate commerce of any such 
hazardous substance, or the holding thereof during or after such movement, 
and the quantity, shipper, and consignee thereof; and it shall be unlawful for 
any such earrier or person to fail to permit such access to any copying of any 
record so requested when such request is accompanied by a statement in writing 
specifying the nature or kind of such hazardous substance to which such request 
relates: Provided, That evidence obtained under this section shall not be used 
ina criminal prosecution of the person from whom obtained. 


PUBLICITY 


Sec. 10. (a) The Secretary may cause to be published from time to time 
reports summarizing any judgments, decrees, or court orders which have been 
rendered under this Act, including the nature of the charge and the disposition 
thereof. 

(b) The Secretary may also cause to be disseminated information regarding 
hazardous substances in situations involving, in the opinion of the Secretary, 
imminent danger to health. Nothing in this section shall be construed to pro- 
hibit the Secretary from collecting, reporting, and illustrating the results of 
the investigations of the Department. 
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IMPORTS 


Sec. 11. (a) The Secretary of the Treasury shall deliver to the Secretary of 
Health, Education, and Welfare, upon his request, samples of hazardous sub- 
stances which are being imported or offered for import into the United States, 
giving notice thereof to the owner or consignee, who may appear before the 
Secretary of Health, Education, and Welfare and have the right to introduce 
testimony. If it appears from the examination of such samples or otherwise 
that such hazardous substance is in misbranded packages then such hazardous 
substance shall be refused admission, except as provided in subsection (b) of 
this section. The Secretary of the Treasury shall cause the destruction of 
any such hazardous substance refused admission unless such hazardous sub- 
stance is exported, under regulations prescribed by the Secretary of the Treasury, 
within ninety days of the date of notice of such refusal or within such additional 
time as may be permitted pursuant to such regulations. 

(b) Pending decision as to the admission of a hazardous substance being im- 
ported or offered for import, the Secretary of the Treasury may authorize 
delivery of such hazardous substance to the owner or consignee upon the execu- 
tion by him of a good and suflicient bond providing for the payment of such 
liquidated damages in the event of default as may be required pursuant to regu- 
lations of the Secretary of the Treasury. If it appears to the Secretary of 
Health, Education, and Welfare that the hazardous substance can, by relabeling 
or other action, be brought into compliance with this Act, final determination as 
to admission of such hazardous substance may be deferred and, upon filing of 
timely written application by the owner or consignee and the execution by him 
of a bond as provided in the preceding provisions of this subsection, the Secre- 
tary may, in accordance with regulations, authorize the applicant to perform 
such relabeling or other action specified in such authorization (including de- 
struction or export of rejected hazardous substances or portions thereof, as may 
be specified in the Secretary’s authorization). All such relabeling or other 
action pursuant to such authorization shall, in accordance with regulations, be 
under the supervision of an offcer or employee of the Department of Health, 
Education, and Welfare designated by the Secretary, or an officer or employee 
of the Department of the Treasury designated by the Secretary of the Treasury. 

(c) All expanses (including travel, per diem, or subsistence, and salaries of 
officers or employees of the United States) in connection with the destruction 
provided for in subsection (a) of this section and the supervision of the relabel- 
ing or other action authorized under the provisions of subsection (b) of this 
section, the amount of such expenses to be determined in accordance with regu- 
lations, and all expenses in connection with the storage, cartage, or labor with 
respect to any hazardous substance refused admission under subsection (a) of 
this section, shall be paid by the owner or consignee and, in default of such pay- 
ment, shall constitute a lien against any future importations made by such 
owner or consignee. 

SEPARABILITY CLAUSE 


Sec. 12. If any provision of this Act is declared unconstitutional, or the ap- 
plicability thereof to any person or circumstance is held invalid, the constitu 
tionality of the remainder of the Act and the applicability thereof to other 
persons and circumstances shall not be affected thereby. 


TIME OF TAKING EFFEC 


Sec. 13. This Act shall take effect upon the date of its enactment, but no 
penalty or condemnation shall be enforced for any violation of this Act occurring 
within six months after the date of its enactment. 


APPLICATION TO EXISTING LAW 


Sec. 14. Nothing in this Act shall be construed to modify or affect the pro- 
Visions of chapter 39, title 18, United States Code, or any regulations promul 
gated thereunder (relating to the transportation of dangerous substances and 
explosives by surface carriers): or of sections 1715 and 1716, title 18, United 
States Code, or any regulations promulgated thereunder (relating to mailing 
of dangerous substances); or of section 902 or regulations promulgated under 
section 601 of the Federal Aviation Act of 1958 (relating to transportation of 
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dangerous substances and explosives in aircraft) ; or of the Federal Food, Drug 
and Cosmetic Act; or of the Federal Insecticide, Fungicide, and Rodenticide 
Act. j 
REPEAL OF FEDERAL CAUSTIC POISON ACT 






Sec. 15. The Federal Caustic Poison Act is repealed as of six months after 
the date of enactment of this Act: Provided, That, with respect to violations 
liabilities incurred, or appeals taken prior to six months after the date of en. 
actment of this Act, all provisions of the Federal Caustic Poison Act shall be 
deemed to remain in full force for the purpose of sustaining any proper suit, 
action, or other proceeding with respect to any such violations, liabilities, anq 
appeals. 





DEPARTMENT OF AGRICULTURE, 
Washington, D.C., August 12, 1959. 
Hon. OREN HARRIS, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives. 


DEAR CONGRESSMAN Harris: This is in reply to your request to March 9 for a 
report on H.R. 5260, a bill to regulate the interstate distribution and sale of 
packages of hazardous substances intended or suitable for household use. 

We have no objection to the enactment of H.R. 5260 from the standpoint of 
the activities of our Department. 

The bill would require appropriate labeling of hazardous substances not now 
covered by Federal law. It would exempt economic poisons subject to the Fed- 
eral Insecticide, Fungicide, and Rodenticide Act, and foods, drugs, and cosmetics 
subject to the Federal Food, Drug, and Cosmetic Act. The bill is restricted to 
“hazardous substances intended or suitable for household use.’ Among the terms 
defined in the bill are “toxic” and “highly toxic.” For the latter term it sets 
arbitrary laboratory limits for each category by oral, skin, and inhalation routes 
of intake. It would permit the substitution of human data for animal data, and 
stipulates that when the former is available it shall take precedence. In addi- 
tion, the bill sets penalties for violation and provides for seizures of misbranded 
packages except those intended for export and branded in accordance with the 
laws of the foreign country. The bill further provides for the promulgation 
of regulations by the Secretary of Health, Education, and Welfare for exami- 
nations and investigations and for inspection of records of interstate shipments. 
Also, the bill covers imports, carries the usual separability clauses, and stipu- 
lates that it shall take effect on the date of enactment but that no penalty or 
condemnation shall be enforced for 6 months thereafter. The Federal Caustic 
Poisons Act would be repealed. 

The bill will not conflict with this Department’s administration of the Federal 
Insecticide, Fungicide, and Rodenticide Act. The definition of “highly toxic” 
is closely in line with those in the regulations under that act. The definition 
of “toxic,” while not as close to the interpretations under the Federal Insecti- 
cide, Fungicide, and Rodenticide Act as might be desired, is up to date and 
realistic. 

The Bureau of the Budget advises that there is no objection to the submis- 
sion of this report. 

Sincerely yours, 




















E. L. Peterson, Acting Secretary. 













OFFICE OF SECRETARY OF THE TREASURY, 


Washington, August 12, 1959. 


THE 


Hon. OREN Harris, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 


My Dear Mr. CHAIRMAN: Reference is made to your letter of March 9, 1959, 
requesting the views of this Department on H.R. 5260, to regulate the interstate 
distribution and sale of packages of hazardous substances intended or suitable 
for household use. 

The proposed legislation would prohibit the introduction into interstate com- 
merce of any misbranded package of a hazardous article, which includes articles 
that are toxic, corrosive, flammable, and the like, and would vest primary enforce- 
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ment authority in the Secretary of Health, Education, and Welfare. It would 
authorize the issuance of joint regulations relating to imports of such articles 
py the Secretary of the Treasury and the Secretary of Health, Education, and 
Welfare. 

Since the administration of the proposed bill will, if enacted into law, be 
yested primarily in the Department of Health, Education, and Welfare, the 
treasury Department does not wish to make any recommendation on its merits. 
In the event the bill is enacted into law, additional work will be required of 
ertain Bureau of Customs employees. However, a survey has not been made 
to ascertain the probable amount of such work. 

The Department has been advised by the Bureau of the Budget that there 
jsno objection to the submission of this report to your committee. 

Very truly yours, 
A. GILMORE FLUES, 
Acting Secretary of the Treasury, 


EXECUTIVE OFFICE OF THE PRESIDENT, 
BUREAU OF THE BUDGET, 
Washington, D.C., March 28, 1960. 
Hon. OREN Harris, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 


My Dear Mr. CHAIRMAN: This is in reply to your letter of March 9, 1959, re- 
questing the views of the Bureau of the Budget on H.R. 5260, a bill to regulate 
the interstate distribution and sale of packages of hazardous substances intended 
or suitable for household use. 

The purpose of the bill is to require the labeling of packages and containers 
of hazardous substances as defined in the bill. Criminal penalties are provided 
for the sale, delivery, or receipt of any misbranded or inadequately labeled con- 
tainer of such hazardous substances. The bill also provides for the seizure 
and condemnation of such items. The Secretary of Health, Education, and Wel- 
fare would be authorized to promulgate regulations, conduct hearings, make 
inspections of establishments and vehicles in which hazardous substances are 
held, and disseminate information to the general public on such substances. A 
special section deals with imports. The Federal Caustic Poison Act (15 U.SC. 
401 et seq.) would be repealed but certain other statutory provisions relating 
to dangerous substances are specifically exempted from modification by this 
bill. 

The Bureau of the Budget recognizes the great need for legislation in this 
feld. The Federal Caustic Poison Act, which this bill is intended to replace, 
was enacted in 1927 and is not applicable to many of the potentially harmful 
substances which are in common use in homes today. 

Certain changes and amendments to the bill as introduced have been recom- 
mended by the Department of Health, Education, and Welfare. These amend- 
ments are intended to close any possible gap resulting from the exception in the 
proposed legislation of possible hazards subject to the Federal Food, Drug, and 
Cosmetic Act. The Bureau of the Budget concurs with the Department of 
Health, Education, and Welfare on the need for these amendments. 

Accordingly, the Bureau would have no objection to the enactment of H.R. 
{260 with the proposed modifications. 

Sincerely yours, 
PHILLIP S. HUGHES, 
Assistant Director for Legislative Reference. 


DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Washington, August 20, 1959. 

Hon, OREN Harris, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 

Deak Mr. CHAIRMAN: As requested by your committee, there is submitted 
herewith the Department’s report on H.R. 5260, a bill to regulate the interstate 
distribution and sale of packages of hazardous substances intended or suitable 
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for household use. We recommend enactment of the bill as modifie 
ance with the recommendations made in the attached report. 
The Bureau of the Budget advises that it perceives no objection to the gyp. 
mission of this report to your committee. : in 
Sincerely yours, 


d in accord. 


ARTHUR S. FLEMMING, 
Secretary. 


DrEPARTMENT OF HEALTH, EpuCATION, AND WELFARE, 
Washington, D.C., August 20, 1959 
Hon. OREN Harris, Fr 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 

Dear Mk. CHAIRMAN: This letter is in response to your request of March 10 
1959, for a report on H.R. 5260, a bill “to regulate the interstate distribution and 
sale of packages of hazardous substances intended or suitable for household 
use, 

The bill to be known as the “Federal Hazardous Substances Labeling Act.” 
is designed to require informative labeling on packages of hazardous sub. 
stances intended or suitable for household use. 

The bill defines the term “hazardous substance” so as to include (except ag 
noted below) the various substances that have caused, or appear most likely 
to cause, serious injuries in the home when they are distributed without ade. 
quate precautionary labeling. Foods, drugs, and cosmetics subject to the Fed- 
eral Food, Drug, and Cosmetic Act and “economic poisons” covered by the 
Federal Insecticide, Fungicide, and Rodenticide Act would, however, be ex. 
cluded from the act. 

Among other things, the bill would deem a package of a hazardous substance, 
intended or suitable for household use, to be a “misbranded package” unless it 
bears an appropriate signal word—such as “DANGER,” “CAUTION,” or “Wary- 
InG’—together with specific information warning the consumer that he is deal- 
ing with a material which presents a special hazard, instructions about how to 
use it safely, a warning to keep it out of the reach of children, and in certain 
eases instructions for first-aid treatment in case of injury. The Secretary of 
this Department would be required to prescribe minimum label information 
for “small packages” in place of the statutory requirements, and would further 
be authorized to provide for less than the statutory label requirements in the 
case of substances presenting only minor hazards. 

The bill would prohibit the introduction or delivery for introduction into 
interstate commerce of a misbranded package of a hazardous substance; the 
receipt in interstate commerce, and delivery or proffered delivery, of such a 
misbranded package; the alteration or destruction of the label or doing of any 
other act which causes a hazardous substance, while in interstate commerce 
or while held for sale after shipment in interstate commerce, to be in a “mis- 
branded package”; and the use of a used food, drug, or cosmetic container, identi- 
fiable as such, as a container for a hazardous substance. 

The scope of the bill is broadened by the bill's definition of “interstate com- 
merce” which, like the Federal Food, Drug, and Cosmetic Act, defines that term 
to include (1) commerce between any State or territory and any place outside 
thereof, and (2) commerce within the District of Columbia or any other terri- 
tory not organized with a legislative body. 

Violation of the law would be a misdemeanor subject to a $500 fine or, in case 
of a second or subsequent offense, to imprisonment for not more than one year 
or a fine of not more than $3,000 or both. H»ezardous substances in misbranded 
packages while in interstate commerce, or while held for sale after shipment in 
such commerce, would be subject to judicial seizure and condemnation. 

The Secretary would have authority to issue regulations for the efficient en- 
forcement of the law, to conduct examinations and investigations, and to issue 
publicity about his enforcement of the law. The Secretary also would be auth- 
orized to disseminate information regarding hazardous substances that involve 
imminent danger to health. 

A provision for enforcement of the act with respect to importations of pack- 
ages of hazardous substances is included in the bill. Articles intended and 
labeled for export would be exempted from seizure and from giving rise to 
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Ities, if labeled in accordance with the laws of the country of destination 
and the specifications of the foreign purchaser. 

The Federal Caustic Poison Act (15 U.S.C, 401 et seq.) would be repealed 
pecause the proposed bill would supplant it. 

There is great need for legislation requiring better labeling of poisonous and 
hazardous materials that are brought into the home. The Federal Caustic 
poison Act, enacted in 1927, requires informative labeling of a few poisonous 
chemicals that were primarily responsible for home poisonings and related 
accidents When it was enacted. That act has saved many lives, but it is not 
applicable to many other poisons that commonly find their way into homes 
today. ‘ ; , ; : 

For example, a number of household silver polishes contain deadly cyanide, 
and over the years a number of deaths have been caused by the ingestion of such 
polish by children; a number of household drycleaning preparations contain 
aarbon tetrachloride, a potent liver poison that may cause serious injury or even 
death if used without adequate ventilation. Numerous other chemicals not 
covered by the Federal Caustic Poison Act are capable of causing, and have 
caused, tragic accidents when used in the home improperly. The bill is intended 
to require the labels of such hazardous articles to provide householders and 
their families with adequate instructions for safe use of the materials and to 
provide, when necessary, adequate first-aid instructions for treatment of such 
injuries as occur. 

We strongly favor the objective of the bill and, subject to a number of needed 
modifications of the bill, urge its favorable consideration by your committee. 

In order to improve, strengthen, and facilitate enforcement of the bill, we 
believe it essential, however, that it be amended in certain respects. The prin- 
cipal improvements needed are summarized below. 


1. ENFORCEMENT 


(a) Factory inspection.—While the bill would authorize our inspectors to 
enter establishments in which hazardous substances are held for, or after, intro- 
duction into interstate commerce, and any vehicle used to transport or hold such 
substances in interstate commerce, it would allow us to inspect and sample only 
finished hazardous substances already in retail packages, and the labeling there- 
on. This limitation would make the factory inspection provision virtually mean- 
ingless—since our inspectors could purchase the finished packaged articles in re- 
tail stores without any inspection authority—and would withhold from us an 
administrative tool which we regard as vital to the efficient and economical en- 
forcement of the bill. 

We believe that, in order to administer the bill successfully, we must have in- 
spection authority at least as broad as that conferred upon us by the Federal 
Food, Drug, and Cosmetic Act (sec. 704) which authorizes us to inspect the 
factory, warehouse, establishment, or vehicle involved, “and all pertinent equip- 
ment, finished and unfinished materials, containers, and labeling therein.”” We 
understand that the thought behind the limited provision of the bill is that, in 
determining whether a package is subject to the labeling requirements of the 
bill, the character of the finished material governs, and that the hazardous or 
nonhazardous nature of particular components is likely to differ from that of the 
final mixture and is, therefore, immaterial. 

This, however, is a gross oversimplification. In the first place, the bill re- 
quires the label of the finished hazardous mixture to state the name “of the 
hazardous substance or of each component which contributes substantially to 
the hazard.” We interpret this to require label disclosure of the name of each 
component which contributes to the hazard in such a way that a physician should 
know which are the singificant ingredients involved, so that he may without 
delay administer proper treatment. We are, therefore, directly concerned, for 
enforcement purposes, with the components of finished materials. Again, inspec- 
tion of ingredients and unfinished materials would help us in many ways to 
determine whether and what analysis of finished materials is needed, and to re- 
lieve us, by a screening process, from a great deal of enforcement activity in 
which we would otherwise have to engage. At the same time, through this 
screening and elimination process, reputable manufacturers would be relieved 
of far more burdensome enforcement procedures to which they might otherwise 
have to be subjected. 
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Trade secrets learned by inspectors would be protected by the provisions of 18 
U.S.C. 1905, and any lingering apprehension industry might have about pro- 
tection of its trade secrets could be allayed by a special provision like that COD: 
tained in section 301(j) of the Federal Food, Drug, and Cosmetic Act. 

Enclosed herewith is a memorandum submitting suggested statutory language 
for a broadened inspection provision as above recommended. 

(b) injunctions.—Provisions should be made for injunctions to restrain Viola- 
tions. (cf. secs. 802, 807 of the Federal Food, Drug, and Cosmetic Act), 

(c) Penalties.—The penalty section of the law should be amended so that the 
heavier penalties for second-offense violations would apply also to first Offenses 
committed with intent to defraud or mislead. Moreover, it should be noted that 
the bill does not authorize imprisonment at all for a first offense, while the 
Federal Caustic Poison Act auihorized imprisonment up to 90 days for a first 
offense. We suggest that this be permitted also under the bill, as a deterren} 


against violations. 
2. COVERAGE OF BILL 


(a) Basic definition of “hazardous substance.”—In order to be a hazardous 
substance within the meaning of the bill, a substance (or mixture of substances) 
must meet two basic requirements. First, it must be “toxic,” “corrosive,” ap 
“irritant,” a “strong sensitizer” designated as such by the Secretary, or “flam. 
mable,” or one which generates pressure through decomposition, heat, or other 
means. (The quoted terms are all defined.) Secondly, the substance is ¢op. 
sidered hazardous only if it “may cause substantial personal injury or illness 
during any customary or reasonably anticipated [sic] handling or use.” We 
have several suggestions for improvement or clarification of this definition. 

(1) We suggest clarification of this provision (p. 2, lines 18-21), not only by 
changing the word “anticipated” (which appears to be a typographical error) to 
“anticipatable” or, preferably, “foreseeable,” but to make plain the intent that 
injury or illness resulting from any reasonably foreseeable use or handling which 
is accidental or otherwise unintentional, such as ingestion by children, is jp. 
tended to be included. 

(2) We understand that the word “substantial” was inserted before “personal 
injury or illness” to convey the intent that cautionary labeling be not required to 
guard against whol'y insignificant or negligible illness or injury—such as the 
very temporary indisposition which a child might suffer from ingesting a piece 
of the standard type of toilet soap—while on the other hand not limiting the 
requirement of cautionary labeling to cases where the illness or injury would 
be severe or serious. We recognize that, if labeling were required to caution 
against the risk of even the most trifling indisposition, there would scarcely be 
any substance which would not have to bear cautionary labeling, so that labe 
warnings would tend to be more and more disregarded by consumers, and we 
be’ieve that even without any qualifying term the bill would be interpreted so as 
to rule out that which is wholly negligible or insignificant. On the other hand, 
if a qualifying term as susceptible to misinterpretation as the word “substantial” 
is used, we believe it important that there be clear legislative history clarifying 
the legislative intent along the above-indicated lines. 

(3) Further, the definition should be amended so as to apply to a substance 
which could cause the requisite iniury or i'Iness “during or as the proximate re- 
sult of” anv customary or reasonably foreseeable handling or use. 

(b) Declaratory reaulations as to coverage.—lIt is apparent that, even with the 
above-suggested clarifications, the application of the second part (i.e., the so- 
ealled if clause) of the basic definition of “hazordous substance” in the Dill 
is so largely denendent on judgmental factors—e.g., what is “reasonably fore 
seeable’—that it wil’ lead to considerable uncertainty and much costly litigation, 
with different courts and juries resching different results, unless some mech- 
anism for authoritatively resolving this uncertainty short of litigation is devised. 
We relive that. on the one hand. in view of the broad sween of the bill, and 
becanse of the constent develonment of new useful but hazardous substances 
suitable for household use, the inelnsion of 9 stotutorv list of covered subctonces 
(in anslorv to the list in the Federal Caustic Poison Act) or the limitation of 
eoversve to substances ‘isted bv reenlation world not he feasible And while, 
on the other hand we wonld prefer elimination of the “if” clause altovether from 
the noirt of focility of enforcement, we recognize that the inclusion of some such 
elause ean be instified. 
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It is feasible, however, and we strongly urge, that the committee include in 
pill provisions deeming a substance to be hazardous where the Secretary by 
lation declares it to be such upon the basis of a finding that it meets the 

yequirements of the bill’s basic definition of “hazardous substance.” The See- 
retary should be authorized to take such action whenever in his judgment this 
will promote the objectives of the bill by avoiding or resolving uncertainty. 
The failure of the Secretary to take such action, of course, should not absolve 
anyone from the consequence of noncompliance with the labeling requirements 
of the bill in the case of a substance which is “hazardous” under the basic 
definition.) We would not object to making the issuance, amendment, or repeal 
of these declaratory regulations subject to procedural safeguards (with oppor- 
tunity for administrative hearing, and for judicial review on the basis of the 
hearing record) such as those contained in sections 701(e)—(g) of the Federal 
Food, Drug, and Cosmetic Act. 

(ce) Exemption of foods, drugs, and cosmetics.—As above indicated, the bill 
excludes from coverage foods, drugs, and cosmetics subject to the Federal Food, 
Drug, and Cosmetic Act. On the other hand, the Federal Caustic Poison Act, 
which the bill would repeal, applies the labeling requirements of that act to sub- 
stances covered by it in addition to the requirements of such other laws. The 
virtue of the latter approach is to avoid any gaps in protection. For example, 
except with respect to drugs and devices, we doubt that in general we could, 
under the Federal Food, Drug, and Cosmetic Act, require the necessary warning 
labels in the case of foods or cosmetics which, because of the way they are pack- 

or otherwise, are capable of causing injury if not carefully handled. (This 
situation is to be distinguished from the outlawing of containers under that act 
where the container consists in whole or in part of a poisonous or deleterious 
substance which may render the contents injurious to health.) Even with re- 
spect to drugs, the provisions of the act (sec. 502(f)) on which we base our 
regulations as to certain incidental hazards, such as our proposed labeling re- 
quirements in the case of drugs in self-pressurized containers, would benefit from 
being clarified and made more explicit. 

We understand that the industries concerned would strongly object to the 
deletion of the food, drug, and cosmetic exemption from the bill, on the grounds 
that consumer protection with respect to these articles should be dealt with in a 
single act, i.e., the Federal Food, Drug, and Cosmetic Act, that inclusion of these 
articdes in a “Federal Hazardous Substances Labeling Act,” which ig the pro- 
posed short title of the bill, would give a false impression to the public as to 
the safety of these articles, and that the labeling requirements of the bill are, 
largely ill suited to any hazards involved in these articles. 

Our basic concern is to close any gap in our authority to afford needed cen- 
sumer protection with respect to these articles at least comparable te the pro 
tection which would be afforded by the bill for substances which it does 
cover. So long as this is done, we do not insist on one approach over another, 
Hence, we urge that, if the present exemption of foods, drugs, and cosmeties is 
retained for the proposed Federal Hazardous Substances Labeling Act, appro- 
priate corresponding amendments to the Federal Food, Drug, and Cosmetic Act 
be inserted in the bill as a separate title II. (This would require designation 
of the present sections of the bill—except section 13 (time of taking effect), 
section 14 (application to existing law), and section 15 (repeal of Federal Caus- 
tie Poison Act)—as title I, and changing the word “act” on page 1, line 4, to 
“title.” Sections 13-15 of the bill, appropriately renumbered and with the 
modifications suggested in this report, should become title III.) 

We are developing draft language for the above-suggested title II of the bill. 
As respects food, the proposed amendments will provide for cautionary labeling 
only when the food is packaged in self-pressurized containers. While caution- 
ary labeling might also be called for in the case of certain other foods, such 
as concentrates, we have not explored the need for such food labeling sufficiently 
to go beyond the case of self-pressurized containers at this time. 

It should be understood that our recommendation for cautionary labeling re- 
quirements in the case of cosmetics should not be construed as in any way prei- 
udicing consideration of bills for pretesting of cosmetics. On those proposals 
(other than proposals on color additives), we intend to submit our views at a 
later stage, 

(d) Authority to establish eremptions administratively—We believe that the 
Secretary should be authorized to exempt a substance where he finds that ade- 
quate safety requirements have been established by or under some other Federal 
law. 


5404360 3 





14 FEDERAL HAZARDOUS SUBSTANCES LABELING ACT 


(e) Toxic substances.—(1) In general.—Under section 2(g) of the bil the 
term “toxic” is defined to apply to “any substance which has the inherent (a- 
pacity to produce bodily injury to man through ingestion, inhalation, or abso 
tion through the skin.” For the reasons stated in the enclosed staff memorap. 
dum, we believe that the word “inherent” is an unnecessary and confusing lin. 
itation and should be eliminated. 

(2) Radioactive substances.—The above-mentioned definition of “toxic” wong 
seem to cover substances emitting ionizing radiation. The extent to which 
radioactive materials should be covered under the bill is under discussion with 
other interested agencies and we shall submit our suggestions on this Matter 
shortly. 

(f) Strong sensitizer—The bill (sec. 2(k)) provides that, before designat. 
ing a substance as a strong sensitizer, “the Secretary sball find that the fre 
quency of occurrence and severity of the reaction indicate a significant potentia] 
for causing hypersensitivity.” We agree that both the frequency and’ the 
severity of the reaction should be considered, but, contrary to what we belieye 
was intended, the language used is open to the contention that the reaction 
must be both frequent and severe. We believe, rather, that, in determining 
whether to designate a substance as a strong sensitizer, the weight to be giyey 
to frequency of occurrence should decline as the severity of the reaction jp. 
creases, and vice versa. To clarify the matter, we recommend changing the 
above-quoted phrase to read, “the Secretary, upon consideration of the frequency 
of occurrence and severity of the reaction, shall find that the substance has q 
significant potential for causing hypersensitivity.” 

(g) Flammability —The bill defines the term “flammable” as applying to any 
substance which has a flash point of 20° to 80° Fahrenheit, and the term “ex. 
tremely flammable” as applying to any substance which has a flash point at or 
below 20° Fahrenheit, as determined in both cases by the Tagliabue open cup 
tester; except that the flammability of the contents of self-pressurized containers 
shall be determined by methods generally applicable to such containers and es. 
tablished by regulations. 

We believe that we should be authorized to determine the flammability of 
solids, such as pastes, by equipment more suitable than the Tagliabue open cup 
tester. We, therefore, suggest amending these provisions so as to authorize 
the Secretary to determine the flammability of solids, as well as the flamma- 
bility of the contents of self-pressurized containers, by methods found generally 
applicable thereto and established by regulations. It should be made clear, 
moreover, that such regulations, with respect to solids and the contents of self- 
pressurized containers, should establish criteria for distinguishing between what 
is “flammable” and what is “extremely flammable.” The difference in result is 
that in the case of extremely flammable substances the warning label would 
have to bear the signal word “DANGER.” 

Suggested language for carrying out these suggestions is included in the en- 
closed memorandum. 

8. LABELING REQUIREMENTS 


Like the coverage provisions of the bill, these are key provisions and snouid 
be carefully considered to make them adequate for consumer protection, inso- 
far as such protection can reasonably be achieved by cautionary labeling. 

(a) Eremptions.—In lieu”’of the above-mentioned provisos relating to partial 
exemption of substances presenting only minor hazards or packaged in small 
packages (p. 7, lines 20-25: p. 8, lines 1 and 2, of the bill), we believe that the 
Secretary should be authorized to exempt hazardous substances from the re- 
quirements of the bill to such extent as he finds consistent with adequate pro- 
tection of the public health, where he finds that, because of the size of the pack- 
age or the minor hazard involved, or for other good and sufficient reasons, full 
compliance is impracticable or is not necessary for adequate protection of the 
public health. 

(b) Additional requirements or variations.—On the other hand, this Depart- 
ment should, we think, be authorized to establish such additional labeling re- 
quirements, or require such variations in labeling, as may be necessary for the 
protection of the public health in view of the special hazard involved in the 
ease of a particular substance. F 

(c) Improvements in specific statutory labeling requirements.—Certain specific 
label requirements set forth in the bill should, we think, be improved. Our 
suggestions to accomplish these improvements are set forth in the enclosed memo- 
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randum in view of their detailed and technical nature, but this should not be 
understood as intended to derogate from their importance for consumer protec- 
tion and for effective enforcement. 


4. PROHIBITED ACTS 


In certain respects, the section which sets forth the acts prohibited (see. 3), 
and to which the penalty and injunction sections will be keyed, should be re- 
yised by supplying certain omissions and embodying certain other needed im- 
provements, as suggested in the enclosed memorandum. 


o>. EFFECTIVE DATE 


In view of the sizable task of preparing necessary implementing regulations, 
including exemptions and variations from the requirements of the bill in appro 
priate cases, we recommend that the Secretary be empowered to extend the 6- 
month deferred-enforcement date of the bill for an additional period not ex- 
ceeding 18 months after the month of enactment. Also, we would suggest that 
the first 6-month period begin to run at the beginning of the first full calendar 
month after enactment of the bill, rather than on the day after enactment. 

We recommend that the bill, modified as suggested above and in the enclosed 
memorandum, and with certain additional technical corrections, be enacted by 
the Congress. (We should be glad, if your committee so desires, to furnish 
technical assistance in connection with the revision of this bill.) 


MEMORANDUM TO ACCOMPANY REPORT OF DEPARTMENT OF HEALTH, EDUCATION, AND 
WELFARE ON HAZARDOUS SUBSTANCES BILL 


1. FACTORY INSPECTION 


To carry out the recommendations in the Secretary’s letter, it is suggested 
that section 8(b) of the bill, entitled “Examinations and investigations,” be 
amended to read as follows: 

“(b) For purposes of enforcement of this Act, officers or employees. duly 
designated by the Secretary, upon presenting appropriate credentials and. .a 
written notice to the owner, operator, or agent in charge, are authorized (1) 
to enter, at reasonable times, any factory, warehouse, or establishment in which 
hazardous substances are manufactured, processed, packed, or held for intro- 
duction into interstate commerce or are held after such introduction, or to enter 
any vehicle being used to transport or hold such hazardous substances in inter- 
state commerce; (2) to inspect, at reasonable times and within reasonable limits 
and in a reasonable manner, such factory, warehouse, establishment, or vehicle, 
and all pertinent equipment, finished and unfinished materials, and labeling 
therein; and (3) to obtain samples of such materials or packages thereof or of 
such labeling. A separate notice shall be given for each such inspection, but 
a notice shall not be required each such entry made during the period covered 
by the inspection. Each such inspection shall be commenced and completed with 
reasonable promptness.”’ 


2. TOXIC, INCLUDING RADIOACTIVE, SUBSTANCES 


(a) Strike the word “inherent” from the definition of “toxic substance.” We 
understand that the word “inherent” was originally inserted in the prototype 
draft of this bill in an attempt to relate the term “toxic” to substances which are 
toxic in a pharmacological sense and to exclude such items as knives, ete. This 
function is now adequately performed by other limiting language in the defini- 
tion, whereas the word “inherent” may give rise to controversy. 

(b) On the problem of radioactive substances, recommendations will be sub- 
mitted shortly. 

3. IMPROVEMENTS IN SPECIFIC STATUTORY LABELING REQUIREMENTS 

(a). Name of substance.—Change clause (B), on page 5, lines 19-22, of the 
bill, to read: “(B) the common or usual name or the chemical name (if there 
be no common or usual name) of the hazardous substance or of each component 
which contributes substantially to the hazard, unless the Secretary by regulation 
permits or requires the use of the recognized generic name ;”’ 
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This revision will require the label to describe the substance by the name 
which will be most useful to physicians or others attending a person injured by 
a substance. (Under the bill as introduced, the manufacturer, producer, or 
distributor could choose between the common or usual name, the chemical} 
name, and the generic name.) It should be understood that components of g 
mixture must be named if they contribute substantially to the hazard. By 
“substantially” is meant such a contribution to the hazard as is significant 
enough to make it useful to an attending physician to know the name of the 
component. 

(b) Clause (G) of the label requirements of the bill (p. 7, lines 7-9) would 
require “instructions, when necessary, for the first-aid treatment in case of con- 
tact or exposure, if the substance is hazardous through contact or exposure.” 
We understand that the “if” clause may be intended to exclude cases of hazard 
through ingestion of a substance. Any statutory hazard selection for determin- 
ing whether first-aid instructions should be on the label is inconsistent with the 
purposes of the bill. Likewise, when such instructions could be helpful, they 
should not be dispensed with on the theory that they are not “necessary.” The 
clause should, therefore, be amended to read in its entirety, simply: “Instrye. 
tions, when necessary or appropriate, for first-aid treatment ;”. 





t. PROHIBITED ACTS 








(a) Section 9 of the bill makes unlawful the failure to afford access to, and 
permission to copy, certain records to the Department’s officers. Such failure 
should also be listed as a prohibited act in section 3. 

(6) The manufacture, within any territory, of a misbranded package of a 
hazardous substance should, we believe, be made a prohibited act, as proposed 
in S. 1900, 85th Congress. 

(ec) Paragraph (f) of the list of prohibited acts (p. 9 lines 9-12), relating to 
use of a food, drug, or cosmetic container as a container for a hazardous sub- 
stance, should be rephrased to read substantially as follows: 

“(f) The introduction or delivery for introduction into interstate commerce, 
or the receipt in interstate commerce and subsequent delivery or proffered de. 
livery for pay or otherwise, of a hazardous substance in a reused food, drug, or 
eosmetic container or in a container which, though not a reused container, is 
identifiable as a food, drug, or cosmetic container by its labeling or by its char- 
acteristic shape, impressions, or closure. The reuse of a food, drug, or cosmetic 
container as a container for a hazardous substance shall he deemed to be an act 
which results in the hazardous substance’s being in a misbranded package. ay 
used in this paragraph, the terms ‘food,’ ‘drug,’ and ‘cosmetic’ shall have the 
same meaning as in the Federal Food, Drug, and Cosmetic Act.” 

{d) Insert, as a prohibited act, a provision prohibiting unauthorized disclo 
sure of trade secrets obtained under the act, along the lines of section 301(j) 
of the Federal Food, Drug, and Cosmetic Act. 


5. “LABEL” 





In the definition of “label” (p. 5), strike out “or attached to” in line 2 and 
‘“nackage or” in line 3. thus bringing the definition into correspondence with 
the corresponding definition in the Federal Food, Drug, and Cosmetic Act. 


6. FLAMMABILITY 





In order to carry out the recommendations of the Secretary concerning the 
definitions of “flammable” and “extremely flammable,” it is suggested that see- 
tion 2(1) of the bill be revised to read as follows: 

“(]) The term ‘extremely flammable’ shall apply to any substance which has 
a flash point at or below twenty degrees Fahrenheit as determined by the Tag- 
liabve Open Cup Tester, and the term ‘flammable’ shall apply to any substance 
which has a flash point of above twenty degrees to and including eighty degrees 
Fahrenheit, as determined by the Tagliabue Open Cup Tester; except that the 
flammability of solids, and of the contents of self-pressurized containers shall 
be determined by methods found by the Secretary to be generally applicable to 
such materials or containers, resnectively, and established by regulations issued 
by him, which regulations shall also define the terms ‘flammable’ and ‘extremely 
flammable’ in accord with such methods.” 
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Washington, October 5, 1959. 
Hon. OREN Harnts, 
Chairman, Committee on Interstate and Foreign Commerce, 


House of Representatives, Washington, D.C. 


DEAR Mk. CHAIRMAN; In our report of August 20, 1959, on H.R. 5260, we urged 
that, if the present exemption of foods, drugs, and cosmetics is retained fer the 
proposed Federal Hazardous Substances Labeling Act, appropriate corresponding 
Pmendments to the Federal Food, Drug, and Cosmetic Act be inserted in the 
pill as a Separate title I]. (See point 2.c., pp. 6 and 7, of the report.) We are 
therefore enclosing herewith a proposed title II to the bill which would amend 
the Federal Food, Drug, and Cosmetic Act to provide adequate labeling require- 
ments for foreseeable hazards from foods, drugs, and cosmetics. It would 
pridge any gap created by the exemption of products subject to the Food, Drug, 
and Cosmetic Act in H.R. 5260. 

The proposed amendment to section 403 would apply to food. It merely pro- 
vides that such cautionary labeling as may be necessary would be required on 
foods packed in dispensers pressurized by gaseous propellants. Mr. Michael 
Markel, representing Reddi-Whip Corp., who raised some question regarding 
this before the Senate Committee on Interstate and Foreign Commerce, has 
indicated that he does not object to this language. 

The provisions relating to drugs proposed as an amendment to section 502(f); 
of the Food, Drug, and Cosmetic Act employ language tentatively agreed to by 
representatives of the Proprietary Association, except that the provision for in- 
structions for first-aid treatment when appropriate was not discussed with them. 
It is pertinent to point out, however, that this tentative agreement with the 
Proprietary Association may not be considered final since the testimony of their 
representative, Mr. Merritt, before the Senate committee recommended post- 
ponement of any amendment to the Food, Drug, and Cosmetic Act. 

The provision relating to cosmetics, recommended as an amendment to sec- 
tion 602(f) of the Food, Drug, and Cosmetic Act is patterned after a draft 
drawn by representatives of the Toilet Goods Association. However, we have 
suggested some changes in the language proposed by the association. Speeifi- 
cally our proposal differs in that it: ' 

(1) Drops the word “substantial” at one point to make the proposed 
section 602(f) consistent with other sections of the cosmetic chapter of the 
law that refer to injury (secs. 601(a), 601(c), and 601(d)). 

(2) Indicates by appropriate language that the amendment would appiy 
to hazards from uses that are reasonably foreseeable but not intended by 
the manufacturer. 

(3) Deletes the reference to ingestion by children as surplusage in the 
light of the preceding change. 

We recommend the inclusion of the proposed title II as submitted herewith as 
part of H.R. 5260, and enclose a separate memorandum setting forth our reasons 
for believing that this amendment is necessary. 

The Bureau of the Budget advises that it perceives no objection to the swb- 
mission of this report to your Committee. 

Sincerely yours, 

ARTHUR 8S. FLEMMING, Secretary. 


STATEMENT EXPLAINING Wuy Ir Is Necessary To HAve A TirTLe II AMENDING 
THE FEDERAL Foop, DruGe, AND Cosmetic Act WirH REspPEcCT To Foops, Drugs, 
AND CosMETICS THAT May Br HAzarRpous 


Basically, the Food, Drug, and Cosmetic Act does not attempt to reach heuse- 
hold problems arising from flammability of contents, hazards inherent in pres- 
surized containers, and hazards resulting from the exposure of infants and 
young children to contact with substances that may seriously injure them or en- 
danger their lives if incorrectly employed (drinking a hair wave solution, for 
example). No warnings are required to appear on pressurized containers of 
food, although such warnings are voluntarily applied by responsible manu- 
facturers today. Likewise no warnings are required om cosmetics (save for one 
warning on certain permanent hair dyes that is not germane). While the Food, 
Drug, and Cosmetic Act requires certain warnings to appear on drugs to guard 
against unwise therapeutic use, even this requirement does not appear to reach 
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satisfactorily a number of household problems which the proposed Federa| 
hazardous substance bill would deal with. 

A number of examples will illustrate the problem : 

1. Pressurized containers such as those now employed in the packaging of 
hair sprays, whipping cream, and preparations for application to burns should 
warn against handling or storage that may result in injury (exposure of the 
cotnainer to excessive heat which may result in explosion, for example), 

2. Aspirin is a major cause of accidental poisoning of children today, Many 
parents are not aware of the dangers, and are prone to leave this medicine in 
reach of youngsters. In an attempt to cope with this problem, the Food and 
Drug Administration issued a policy statement (sec. 3.43) sometime ago, sug. 
gesting that the labels of all packages of salicylate preparations (aspirin jg q 
salicylate) should bear a clear warning that the product should be kept out 
of the reach of children. There has been no court interpretation of this policy 
statement. Salicylate manufacturers have, in general, attempted to comply with 
it, although there may be some question as to whether the Food, Drug, anq 
Cosmetic Act could, in fact, require such a warning on drugs. There should 
be no question in a matter as serious as this. The Federal Government should 
have the authority to require such a warning which has been endorsed by a 
medical advisory panel on the accidental ingestion and misuse of salicylate 
preparations by children. 

3. Similarly, methyl salicylate (wintergreen oil) is quite toxic when taken in 
quantities of a teaspoonful or more. Because minute amounts are frequently 
used as a flavoring, it is mistakenly regarded by many as harmless. Winter. 
green oil and preparations containing it have caused a number of deaths through 
accidental misuse by both adults and children. Children are particularly at. 
tracted by the odor and are likely to swallow wintergreen oil when it is left 
Within their reach. To safeguard against fatalities from this cause, the Food 
and Drug Administration issued a policy statement (sec. 3.35) indicating that 
any drug containing more than 5 percent wintergreen oil will be regarded as mis. 
branded under the provisions of the Food. Prug, and Cosmetic Act unless its 
labeling warns that use otherwise than as directed may be injurious and that 
the article should be kept out of the reach of children to prevent accidental 
poisoning. There may be some question as to the legal basis for requiring this 
warning, but again no manufacturer has yet challenged the policy statement, 
There should be no question as to the Government’s authority to require such 
warnings in order to reduce the unnecessary poisonings from oil of wintergreen, 

4. The Food and Drug Administration has found it necessary in several in- 
stances to bring cases under the Federal Caustic Poison Act against products 
that also are subject to the Food, Drug, and Cosmetic Act. These cases were 
required hecanse the provisions of the poison law reached a fundamental hazard 
but encompassed by the Food, Drug, and Cosmetic Act, just as the proposed Fed- 
eral hazardous substances bill would apply to fundamental hazards not encon- 
passed by the pure food and drug law. For example, action has been taken 
against drugs containing more than 5 percent sliver nitrate, drugs containing 
more than 5 percent phenol, a veterinary drug containing more than 10 percent 
sodium hydroxide, and a permanent wave solution that contained almost 12 per- 
cent ammonia, because their labels fail to bear appropriate warnings as re- 
quired by the Federal Caustic Poison Act. 

Clearly it would be a mistake for a bill intended to modernize the caustic 
poison law to fail to take account of and require warnings where necessary on 
foods, drugs, and cosmetics that commonly find their way into the household 
and may present hazards not adeanstely covered by the Food, Drug, and Cos- 
metic Act to which they also are subject. 


PROPOSED AMENDMENTS TO H.R. 5260 To App A TitLteE II RELATING TO Foops, 
DruGs, AND COSMETICS 


The following amendments are needed to effect the Department of Health, Edu- 
cation, and Welfare’s recommendation for the modification of this bill with re 
spect to foods, drugs, and cosmetics: 

(1) On page 1, line 3, strike the word “Trrie” and substitute therefor the fol- 
lowing: 
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“TITLE I—FEDERAL HazArpDous SUBSTANCES LABELING AcT.” 


(2) On line 4, strike the word “Act” and substitute therefor the word “title” ; 
and at the end of line 5 add the following: ‘As used in this title, the term “this 
act” means the Federal Hazardous Substances Labeling Act as contained in this 
title.” ; 

(3) On page 19, between lines 9 and 10, add a new title as follows: 


“TTLE II—AMENDMENTS TO THE FEDERAL Foop, Druc, AND Cosmetic Act.” 


“FrooD 


“Sec. 201. Sec. 403, of the Federal Food, Drug, and Cosmetic Act is amended 
py adding a new paragraph as follows: 

“*(]) If it is a dispenser pressurized by gaseous propellant unless it bears such 
autionary labeling with respect to handling, storage, and use of such container 
as is necessary to prevent the causing of injury to the health of any user or 
other individual during, or as the result of, reasonably foreseeable handling, 
storage, or use thereof, intentional or otherwise.’ * 


“DRUGS 


“Sec, 202. Sec. 502(f) of such Act is amended to read as follows: 

“*(f) Unless its labeling bears (1) adequate directions for use; and (2) such 
adequate warnings against use in those pathological conditions or by children 
where its use may be dangerous to health, or against unsafe dosage or methods 
or duration of administration or application, or against a substantial and reason- 
ably foreseeable risk of causing accidental injury, in such manner and form, as 
are necessary for the protection of users, including instructions for first-aid 
treatment when necessary or appropriate: Provided, That where any requirement 
of clause (1) of this paragraph, as applied to any drug or device, is not neces- 
sary for the protection of the public health, the Secretary shall promulgate 
regulations exempting such drug or device from such requirements.’ 


“COSMETICS 


“Sec. 203. Sec. 602 of such Act is amended by adding the following new 
paragraph : 

“*(e) If because of its nature, composition, or packaging it involves a sub- 
stantial risk of causing injury to health during or as the result of any reasonably 
foreseeable handling, storage, or use by any individual, whether intentional or 
otherwise, unless in either case it bears (in addition to any other prescribed la- 
beling) (1) such cautionary labeling as is necessary for the protection of such 
persons and (2), where necessary or appropriate, instructions for first-aid treat- 
ment. Whenever the Secretary finds that any cosmetic or class of cosmetics is 
subject to the provisions of this paragraph and in his judgment a declaration to 
that effect will promote the objectives of this paragraph by avoiding or resolving 
uncertainty as to its application, he may by regulation declare any such cosmetic 
or class of cosmetics to be, and it shall during the effectiveness of such regula- 
tion be deemed to be, subject to such provisions. Nothing in this paragraph shall 
be construed to exempt any article otherwise subject to the requirements of this 
paragraph from such requirements by reason of the absence of such a regu- 
lation.’ * 

“GENERAL ADMINISTRATIVE PROVISIONS 


“Sec. 204. Sec. T01(e) of such Act is amended by inserting in the first sen- 
tence, before the words ‘of this Act’, the following: ‘or 602(e)’.” * 

(4) Following TirLe II add a new “TiTLeE ILI—TIME or TAKING EFFECT, AP- 
PLICATION To EXISTING LAW AND REPEAL OF FEDERAL CAUSTIC POISONS ACT”’. 
Place §§ 13, 14, and 15 of the bill under title IJI and renumber them as 
§§301, 302, and 303, respectively. 

(5) In Section 302 as so renumbered (p. 20, lines 1 and 2), delete “or of the 
Federal Food, Drug, and Cosmetic Act ;”. 


1This paragraph will have to be relettered if the chemical preservatives bill (H.R. 7430; 
§. 2602) or the color additives bill (S. 2197; H.R. 7624) becomes law first. 
— paragraph will have to be relettered if the color additives bill becomes law first. 
ee note 2. 
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
Washington, March 16, 1969 

Hon. OREN HARRIS, s 

Chairman, Committee on Interstate and Foreign Commerce, 

House of Representatives, Washington, D.C. 

Deak Mr. CHatrMAN; This is in further ference to H.R. 5260, a bill jy 
regulate the interstate distribution and sale of hazardous substances intended 
or suitable for household use. 

A companion bill, S. 1283, has recently been ordered reported by the Senatp 
Committee on Interstate and Foreign Commerce with amendments which would 
carry out all of the recommendations for amendment heretofore made to your 
committee by this Department, except that the Senate commitiee amendment, 
do not include our proposal (communicated to your committee on October 5 
1959) to add to the bill a title II which would amend the Federal Food, Dry 
and Cosmetic Act so as to bridge any gap in protection created by the exemption, 
from the bill, of articles subject to the Federal Food, Drug, and Cosmetic Act. 
We understand that the omission of the proposed title II from the Senate cop. 
mittee amendments did not involve a consideration of that proposal on the merits 
by the Senate committee but was due, rather, to the fact that it was felt tha 
there had not been adequate hearings on the matter. 

We urge that, in the interest of effective consumer protection, your committee 
include in H.R. 5260 not only the amendments to 8S. 1283 reported favorably by 
the Senate committee, but also the proposed title Il of the bill which would 
amend the Federal Food, Drug, and Cosmetic Act as recommended by us to your 
committee on October 5, 1959. 

The committee may, however, wish to consider one technical modification of 
the latter proposal. Included in it was a prevision which would amend seetioy 
502(f) of the Federal Food, Drug, and Cosmetic Act to read as follows: 

“Unless its labeling bears (1) adequate directions for use; and (2) such ade. 
quate warnings against use in those pathological conditions or by children where 
its use may be dangerous to health, or against unsafe dosage or methods or 
duration of administration or application, o7 against a substantial and reason- 
ably foreseeable risk of causing accidental injury, in such manner and form, as 
are necessary for the protection of users , including instructions for first-aid treat. 
ment when necessary or appropriate: Provided, That where any requirement of 
clause (1) of this paragraph, as applied to any drug or device, is not necessary 
for the protection of the public health, the Secretary shall promulgate regulations 
exempting such drug or device from such requirement.” [Matter in italics is 
new. ] 

The purpose of the proposed amendment to section 502(f) is to resolve an un- 
certainty in present law and make clear that the provision for warning labels 
on drugs is intended to require adequate warnings against foreseeable risks of 
accidental injury, including ingestion by children to whom a drug may be at- 
tractive, and including instructions for first-aid treatment when necessary or 
appropriate. 

We have had discussions with representatives of both the Proprietary Manv- 
facturers Association and the Pharmaceutical Manufacturers Association. They 
have urged that we not insist on inclusion of the phrase referring to first-aid in- 
structions, on the ground that without that phrase the law, especially if amended 
in other respects as proposed by us, would clearly cover the matter. 

Our only concern is that the matter be made reasonably clear. Assuming that 
our proposed amendment to section 502(f) is otherwise acceptable to the com- 
mittee, we would therefore not object to the omission of the above-mentioned 
provision with respect to first-aid treatment if the legislative history showed that 
the provision was omitted as surplusage and that it is the intent of the committee 
that, whenever instructions for first-aid treatment on a drug label in the event 
of accidental ingestion or injury are necessary or appropriate, such instructions 
be included. 

Sincerely yours, 


ARTHUR S. FLEMMING, Secretary. 





He 
Ch 
He 


po 
re 
CX 





FEDERAL HAZARDOUS SUBSTANCES LABELING ACT 21 


3 DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
1960, Washington, March 31, 1960. 
Hon. OREN HARRIs, te 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 


bill to Deak Mr. CHAIRMAN : This letter is in further reference to H.R. 5260—the pro- 
tended posed “Federal Hazardous Substances Labeling Act,” on which we have made 
reports recommending enactment with certain amendments and on which the 
Sehate Commissioner of Food and Drugs testified before your committee’s Subcommittee 
Would on Health and Safety—and S. 1283, an amended companion bill which has 
0 your passed the Senate and is also pending before your committee. ae 
iments Our prior reports on H.R. 5260, and the testimony of the Commissioner of 
ber 5 Food and Drugs, recommended enactment of the bill with amendments identical 
Drug with those now contained in S. 1283, plus an additional title Il proposing certain 
iption, amendments to the Federal Food, Drug, and Cosmetic Act. 
ic Act, Since then, my attention has been invited to the fact that section 4(g) of S. 
2 com. 1283, as passed by the Senate, would make the manufacture of a misbranded 
merits hazardous substance a prohibited act if such manufacture occurs within a “‘terri- 
t that tory’—a term defined by the bill (see. 1(a)) to include “any territory or posses- 
sion of the United States, including the District of Columbia and the Common- 
mittee wealth of Puerto Rico but excluding the Canal Zone”’—whereas, on the other 
bly by hand, the intraterritorial shipment of a misbranded hazardous substance would 
would be covered by the bill only if it occurred “within the District of Columbia or 
) your within any territory not organized with a legislative body.” (See the definition 
of “interstate commerce” in sec. 2(b) of the bill.) We, therefore, recommend 
ion of that section 4(g) of the Senate version be amended so as to be applicable only if 
ection the manufacture occurs “within the District of Columbia or within any territory 
not organized with a legislative body.” 
h ade- This change would make that bill internally consistent, and it would do so in 
where a way which respects the status of the Commonwealth of Puerto Rico and which, 
ds or moreover, avoids Federal regulatory and enforcement responsibility with regard 
A80N- to wholly intraterritorial transactions and commerce in any of the territories 
‘Mm, as (such as Guam and the Virgin Islands) “organized [by Act of Congress] with 
treat. a legislative body.” 
nt of There is enclosed herewith a memorandum suggesting additional minor tech- 
SSary nical corrections in the language of that bill. 
itions The Bureau of the Budget advises that it perceives no objection to the sub- 
ics js mission of this report to vour committee. 
Sincerely yours, 
D UD- ARTHUR S. FLEMMING, 
labels Secretary. 
ks of | STAFF MEMORANDUM ON 8. 1283 
e at- . She a a Te 7 ” . ° * 
ryor | 1, Changes in the provision which would make the manufacture of a mis- 
F branded hazardous substance within a territory a prohibited act: 
lane Section 4x) of the bill reads as follows: a 
Ther “Sec. 4. The following acts and the causing thereof are hereby prohibited: 
id in- ** * * * a ‘ 
nded “(7) The manufacture within any territory, of any hazardous substance that 
is misbranded.” 
that The Secretary’s letter recommends that the words “within any territory” be 
com- changed to read “within the District of Columbia or within any territory not 
oned organized with a legislative body.’ Moreover, in line with the scheme of the 
that | bill, the prohibited act should be described as the manufacture of a “misbranded 
ittee package of a hazardous substance” (as that term is defined in the bill), rather 
vent than the manufacture of a “hazardous substance that is misbranded”’. 
tions As thus revised, section 4(g) would read: 


“(g) The manufacture of a misbranded package of a hazardous substance 
: within the District of Columbia or within any territory not organized with a 
ye legislative body.” 
2. Definition of “label”: 
The word “appearing”, as contained in the definition of “label” in section 
2(n), should read “appear”. 
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3. Subparagraph “(c)” under section 2(f)1. of the bill—which subparagy; aph 
relates to radioactive substances—should be redesignated as subparagraph “(0)”, 

4. In section 2(1), defining ‘extremely flammable” and “flammable”, delete the 
comma after the word ‘ ‘solids”’. 

5. In section 5(a), delete ‘offense’ and insert “offenses”. 

6. In section 6(c), delete “Territory” and insert “territory” 

7. In the first proviso to section 18, delete “remains” and insert ‘‘remain”, 
Mr. Roserrs. Our first witness this morning will be Dr. Emil G. 
Kl: armann, vice spe seni in charge of tec hnical services of Lehn & 
Fink, Inc., New York. 

Dr. Klarmann, if you will come around, you may proceed with your 
statement. 


STATEMENT OF EMIL G. KLARMANN, ON BEHALF OF CHEMICAL 
SPECIALTIES MANUFACTURERS ASSOCIATION; ACCOMPANIED 
BY GEORGE T. SCRIBA, UNION CARBIDE CORP. 


Mr. Kuarmann. Mr. Chairman and members of the committee, my 
name is Emil G. Klarmann. I am vice president in charge of tech. 
nical services of Lehn & Fink, Inc., New York City. I appear this 
morning on behalf of the Chemical Specialties Manufacturers Assgo- 
ciation to support the enactment of H.R. 5260. I have served as 
president of this association and I am presently chairman of its pre- 

cautionary labeling committee. I hold the degrees of chemical] engi- 
neer and doctor of : science, and I am a lecturer at the New York Uni- 
versity Post-Graduate Medical School. 

With me is Mr. George T. Schiba, vice chairman of the precaution- 
ary labeling committee, who substitutes today for Mr. Robert L. 
Ackerly of “the firm of ‘Cummings, Sellers, Reeves, Connor & Ken- 
dall, counsel of the Chemical Specialties Manufacturers Association, 
who is away from and out of the country. Mr. Scriba is also a mem- 
ber of the law department of Union Carbide Corp. 

The Chemical Specialties Manufacturers Association was founded 
as a trade association in 1914. It represents approximately more than 
400 companies which are engaged in the manufacture and distribu- 
tion of chemical specialty products for household use in the aerosol, 
automotive, wax, soap, insecticide, and disinfectant industries. 

Most of the members of this association manufacture or distribute 
products for household use the labeling of which will be regulated 
by H.R. 5260. 

More than 30 years ago, Congress recognized the need for warning 
labels on caustic and corrosive substances for household use by enact- 
ing, in 1927, the Caustic Poison Act. This act listed 12 chemical 
substances by name which in specified concentrations were defined as 
dangerous, caustic or corrosive substances. Any products containing 
these silt sithe 3 in the specified concentrations were required to be 
labeled in accordance with this act. A substantial number of States 
followed this leadership by later adopting the caustic poison law to 
regulate the intrastate movement of these products. 

The in: idequacy of the Caustic Poison Act has been recognized for 
many years. Since 1927 many new products have been developed for 
use in the household. While a large percentage of those products 
which are hazardous are labeled voluntar ily and for protection against 
civil liability, nevertheless, most interested groups have recognized the 
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necessity of replacing the Caustic Poison Act by legislation which 
would include all hazardous household substances presently on the 
market and to be marketed in the future. This of course requires 
broad definitions and standards in the law. 

Our association has, through its precautionary labeling committee, 
studied this field intensively for the past 10 years. This committee 
jsmade up of representatives of member companies and includes toxi- 
ecologists, attorneys, chemists, and others skilled and trained in the 
development and distribution of products intended for household use 
and in the preparation of cautionary labels. 

The committee prepared and released a proposed model law for use 
by those States interested in legislation on the subject of precautionary 
jabeling of hazardous substances intended for household use. This 
model served as the basis for legislation which has been enacted in the 
States of Connecticut, Colorado, Indiana, Illinois, Kansas, Ohio, 
Texas, and Vermont and for regulations which have been promulgated 
by New York City and New York State. A similar bill is currently 
pending in the Massachusetts Legislature. The States of Michigan 
and Washington have refrained from enacting a law pending the 
passage of H.R. 5260, which it is believed, will serve as a model for 
future State legislation. 

On August 13, 1959, a hearing was held by the Senate Committee 
on Interstate and Foreign Commerce on 8. 1283, which bill is identical 
with H.R. 5260. 

This should be supplemented, by the way, by saying that S. 1283 
as reported with Report No. 1158 on March 10, 1960, is a bill which 
contains certain amendments which I shall refer to subsequently. 

At the hearing, industry representatives presented a number of 
amendments, which were the result of conferences with representa- 
tives of this association, the Manufacturing Chemists Association, 
the American Petroleum Institute, the Association of Soap and Glyc- 
erin Manufacturers, and representatives of the Department of Health, 
Education, and Welfare. These meetings permitted a full opportunity 
for an exchange of views both from the industry standpoint and the 
regulatory standpoint. 

Since this legislation is relatively new, problems arose in the dis- 
cussions which had not been considered previously. The result was the 
series of amendments which were submitted at the Senate committee 
hearings. ‘These amendments were supported not only by industry 
representatives but also by the Commissioner of the Food and Drug 
Administration of the Department of Health, Education, and Wel- 
fare who testified before the Senate committee. 

Recently the Senate committee reported S. 1283 with these amend- 
ments. We recommend these same amendments this morning to this 
committee as appropriate amendments to H.R. 5260, Not only are 
the industry groups and the Food and Drug Administration in ac- 
cord with these amendments but also if H.R. 5260 and S. 1283 are 
identical, the enactment of this legislation this year will be much 
more likely. 

Next vear, beginning in January, more than 40 State legislatures 
will be in session. In addition to Michigan and Washington which 
have already expressed an intent to enact pertinent legislation next 
year, other States are known to be studying the subject in prepara- 
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tion for the 1961 legislative session. The history of similar legisla- 
tion at the Federal level, particularly the Food, Drug, and Cosmetic 
Act, and the Federal Insecticide, Fungicide, and Rodenticide Act, has 
heen that the Federal statute serves as a uniform bill for enactment 
at the State level. 

Uniformity of precautionary labeling is most desirable for the 
consumer who will come to recognize and understand the pattern of 
precautionary labeling and, of course, uniformity is essential to manu- 
facturers who distribute products in interstate commerce for sale 
on a nationwide basis. 

We are in full accord with and support the principle of H.R. 5260, 
and recommend to the committee the amendments adopted by the 
Senate Committee on Interstate and Foreign Commerce to S. 1283. 
For the convenience of the committee, these ‘amendments are set forth 
in detail in a separate document which has already been submitted to 
the committee, and may I interject. again here that where there are 
any differences between these amendments and 8S. 1283, Report 1158 
as reported on March 10, it is understood that we support the Senate 
amendments. 

We have also prepared a clean draft of H.R. 5260 with these amend- 
ments so the committee will readily see how these provisions will 
wppear if the amendments are approved. 

The amendments which the Senate committee has adopted to H.R. 
5260 which we have submitted and which we would like now to re- 
view, we would now like to submit to the committee, are designed to 
clarifv some provisions of the bill and to facilitate the problem of 
enforcing its provisions after it is enacted. 

Mr. Roserts. Doctor, pardon me. 

We have the amendments before us in the form of attached ex- 
hibits to your statement. 

Mr. KLarMANN. Yes, sir. 

The first suggestion concerns the definition of the term “hazard- 
ous substance.” The definition of “hazardous substance” in section 
2(f) is perhaps the most. important definition in the bill since it de- 
scribes those substances or products which will be subject to the re- 
quirements of the bill. 

The definition in H.R. 5260 is consistent with the definition used 
in existing State laws and regulations and is, we believe, the appro- 
priate definition for this bill. Hazardous substance is defined by first 
enumerating the classes of hazard to be covered. They include a 
substance or mixture of substances which is either toxic, corrosive, 
an irritant, a strong sensitizer, flammable or one which generates 
pressure through heat, decomposition or other means. These cate- 
gories include all known classes of hazards in household products ex- 
cepting radiation which is to be dealt with separately. A product 
within this definition is subject to the bill if it may cause substantal 
personal injury or illness during or as a proximate result of any cus- 
tomary or reasonably foreseeable handling or use. Thus, relatively 
innocuous materials are excluded to prevent. overlabeling which could 
defeat the purposes of the bill. 

The Department of Health, Education, and Welfare raised the 
question of whether this definition includes hazards resulting from 
urgestion of household products by children as well as from accidental 
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or careless use of the product. Unquestionably the definition does 
include such hazards when reasonably foreseeable. It is well reeog- 
nized that the primary problem of injury and illness resulting from 
the handling and use of household products occurs with small children. 

However, to insure that there will be no question that these classes 
of hazard are included, we suggest that the definition be amended 
to state that the customary or reasonably foreseeable handling or use 
of a product includes reasonably foreseeable ingestion by children. 
It is our understanding of this bill that it does not intend to extend 
a manufacturer's li: ability beyond the common law responsibility of 
manufacturers and distributors to label their products adequately. 
The bill, of course, provides a means of enforcing this responsibility. 

The definition of hazardous substance in this bill is necessarily broad 
in order to include all products which are truly hazardous substances 
within the scope of the bill. It uses the words of art of the common 
law of civil liability and is, we believe, substantially as broad as is 
common law. 

The Department of Health, Education, and Welfare has suggested 
that the Secretary of the Department be delegated specific authority 
to issue regulations following notice and opportunity for hearing to 
list substances which the Secretary finds meets the definition of a 
hazardous substance in this bill. Our industry is in agreement with 
this recommendation since it will add an area of certainty and clarity 
tothe enforcement program. 

We also recommend that the exemption for economic poisons as 
well as for foods, drugs, and cosmetics now contained in section 
2(0)(2) be transferred to section 2(f), which contains the definition 
of hazardous substances, for purposes of clarity. 

The definition of the term “highly toxic” in section 2(h) (1) 
generally accepted as an appropriate method of identifying those 
substances which should be labeled with the word “potson” in addi- 
tion to the other labeling requirements of this bill. This definition is 
stated in terms of the effect of the product on laboratory animals 
through ingestion, inhalation, or absorption through the skin m 
prescribed dosages. The level of dosage is 50 milligrams per kilogram 
of body weight for ingestion, 200 parts per million or 2 milligrams per 
liter for inhalation and 200 milligrams per kilogram of body weight 
for skin absorption. 

If in any of these tests half or more than half of the animals die 
within 14 days of the administration of the prescribed dosage, the 
product, is declared to be highly toxic. This definition has long been 
used by the Department of Agriculture in its enforcement of the 
Federal Insecticide, Fungicide, and Rodenticide Act and by the Inter- 
state Commerce Commission and has been uniformly adopted by 
those States which have legislation or regulations governing the label- 
ing of hazardous substances and economic poisons. 

Section 2(0)(1)(C) would establish, through the use of animal 
tests identical to Peon used to determine substances which are “highly 
toxic,” a higher level of toxicity approximately 20 times greater te 
determine those substances on w hich the signal word “Danger” shoulsl 
be used. In our discussions with the Department of Health, Eduea- 
tion, and Welfare it became apparent that these tests would entail’an 
thormous amount of laboratory testing merely te determine the use 
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of a particular signal word, and that compliance with, and the ep. 
forcement of, the provision would be extremely difficult. 

We suggest, therefore, that the signal word “Danger” be used on 
products “which are extremely flamm: iable, corrosive, or highly toxie, 
as those terms are defined i in the bill, and that the signal words “Warn. 
ing” or “Caution” be used on all other hazardous substances. The 
signal word performs a limited essential function, viz, to call atten. 
tion to the presence on the label of precautionary information. This 
suggested revision will lend certainty to the bill and simplify com. 
pliance and enforcement without diluting the effectiveness of the 
precautionary statement. 

“Strong sensitizer” is defined in section 2(k). This requires that 
the Secretary make a finding with respect to the frequency of occur. 
rence and severity of sensitization reactions before designating a sub- 
‘stance to be a “strong sensitizer.” As a result of discussions with the 
Department of Health, Education, and Welfare, we suggest that the 
second sentence of this subsection be amended to require that the 
Secretary consider the frequency of occurrence and the severity of 
'the reaction from a sensitizing material as a basis for finding that the 
substance has a sufficiently significant potential for causing hyper- 
sensitivity before designating it as a “strong sensitizer.’ 

The detailed labeling requirements are set for th in subsection 
2(o)(1). This subsection requires that the label contain: 

(a) The name and place of business of the manufacturer, packer, 
‘distributor or seller for purposes of identifying the origin of the 
distribution of the product. 

(6) The name of the hazardous ingredient or ingredients which 
contribute substantially to the hazard and which will advise physicians 
of the nature of the condition they are called upon to treat in the 
event of an injury or illness attributed to the product. H.R. 5260 will 
“permit the use of the common name, the chemical name, or the ree- 
ognized generic name of the substance. It is the purpose of this 
requirement that the name of the ingredient be meaningful to the 
physician. 

It has been suggested, therefore, that the bill require the common or 
usual name of the ‘chemical name of the ingredient unless the Secretary 
permits or requires the use of the recognized generic name as either 
sufficient or more meaningful. We agree with this suggested revision 
as a method of insuring that the name used will be me: aningful to the 
physician. 

(c) An appropriate signal word “Danger, ” “Warning,” or “Can- 
tion” will be required to call the user’s attention to the precautionary 
statement. 

(d) An affirmative statement of the principal hazard is required to 
inform the user of the character of the hazard in the use of the 
product. 

(e) The bill requires also a statement of precautionary measures 
describing the action to be followed or avoided. An analysis of this 
and the preceding requirement indicates that in many instances to re- 
quire both on a label may be redundant and super fluous. At the same 
time a separate statement of the hazard and precautionary measures 
‘might be meaningful on some products. We Laliove that these prob- 


lems can best be dealt with by regulations of the Department, so we do 
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not suggest revision of this subsection, but merely point to the 
roblem. — Le 

(f) This subsection also requires a statement of first-aid treatment, 
the word “potson” on substances which are highly toxic, instructions 
for handling and storage of packages which require special care in 
handling or storage and, finally, the statement, “Keep out of the reach 
of children” which may perhaps be the most important statement on 
the label. 

Subsection 2 of this subparagraph authorizes the Secretary to estab- 
lish by regulation minimum information which must appear on the 
labels of small packages or substances presenting only minor hazards. 
The Department of Health, Education and Welfare has suggested 
that the Secretary be also authorized to establish variations or addi- 
tional label requirements for any particular substance if he finds that 
they are either inadequate or cail for more than is needed for the pro- 
tection of the public health and safety. We agree that such a provi- 
sion would be desirable and suggest that the Secretary be given au- 
thority to vary these labeling requirements when necessary for the 
vy dion or tne public heatth and safety. 

We understand that the Department of Health, Education, and Wel- 

fare will suggest some additional amendments to the committee with 
respect to tue administrative and enforcement provisions of the bill. 
These amendments will in general provide for a penalty for the use 
by any person for his own advantage of information acquired under 
the authority of this bill, provide for increased penalties for inten- 
tional violations, authorize the courts to issue injunctions in ap- 
propriate situations and modify the provision of H.R. 5260 to au- 
thorize factory inspection. We are in accord with these recommenda- 
tions. We believe that factory inspection of those plants in which 
hazardous substances are mixed, formulated, and packaged is a réason- 
able provision which may aid in the enforcement of this bill. 

Finally with respect to the effective date of the act, we suggest that 
the Secretary be authorized to extend the period within which the 
penalties shall not be effective for a period of not more than 18 months 
after the enactment of this bill when the Secretary finds that condi- 
tions exist which necessitate the prescribing of such additional time. 
It has been our experience with other legislation of this type, such as 
the Miller amendment to the Food, Drug, and Cosmetic Act and the 
food additives amendment, that some period of time will be necessary 
to permit both the Department and industry to revise their programs 
to insure compliance starting with the more hazardous and moving 
along to the less hazardous products. 

On behalf of the Chemical Specialties Manufacturers Association, 
may I express the hope that the committee will give favorable con- 
sideration to this bill at an early date. The Federal Caustic Poison 
Act is no longer adequate to regulate the labeling of household prod- 
ucts which are hazardous. H.R. 5260 will, we believe, correct the de- 
ficiencies in the Caustic Poison Act. 

Uniformity of labeling requirements is a necessity for the manu- 
facturer who markets products in more than one State. But just as 
necessary is uniformity in labeling standards so that the precautionary 
labeling will be meaningful to the ultimate user and consumer, who 
will come to look for and heed such precautionary information. 
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Our recommendations for amending H.R. 5260 as presented in this 
statement, derive in large part from ‘the extremely close cooperation 
and assistance of sever al officials of the Food and Drug Administra. 
tion and the Department of Health, Education, and Welfare, whog 
invaluable aid and willingness to meet with us, we would like to gp. 
knowledge publicly and gratefully. 

Other 1 representatives of interested groups W ill express their views 
on this bill. I appreciate the committee’s courtesy in hearing these 
brief comments which were intended to explain our assoc iation’s in- 
terest in and support of this legislation. 

Thank you. 

(Exhibits 1 and 2 presented by Mr. Klarmann are as follows :) 


ExHIsIt 1—STATEMENT OF EMIL J. KLARMANN 


AMENDMENTS TO H.R. 5260 PRoposED BY CHEMICAL SPECIALTIES MANUFACTURERS 
ASSOCIATION, MANUFACTURING CHEMISTS ASSOCIATION, AMERICAN PETROLEVY 
INSTITUTE AND ASSOCIATION OF SOAP AND GLYCERINE MANUFACTURERs, J)p- 
VELOPED IN COOPERATION WITH THE DEPARTMENT OF HEALTH, EDUCATION yp 
WELFARE 


(These amendments have been adopted by the Senate Committee on Inter. 
state and Foreign Commerce to §S, 1283.) 

(References to section numbers, pages and lines correspond to H.R. 5260: 
where a new section is to be added, the remaining sections will be renumbered.) 

I. Change the word “Territory” in section 2(a) to read “territory.” 

II. In section 2(b), change “Territory” to read “territory” and delete the 
word “other.” 

III. Amend section 2(f) to read as follows: 

“(f) The term ‘hazardous substance’ means: 

(A) Any substance or mixture of substances which (i) is toxic, (ii) js 
cerresive, (iii) is an irritant, (iv) is a strong sensitizer, (v) is flammable or 
(wi) generates pressure through decomposition, heat, or other means, if such 
substance or mixture of substances may cause substantial personal injury or 
substantial iliness during or as a proximate result of any customary or reason. 
ably forseeable handling or use, including reasonably foreseeable ingestion 
by children. 

(B) Any substances which the Secretary by regulation finds, pursuant to the 
provisions of Section 3(a), meet the requirements of subparagraph 1(A) of 
this paragraph. 

“(C) Any radioactive substance, if, with respect to such substance as used 
in a particular class of article or as packaged, the Secretary determines by 
regulation that the substance is sufficiently hazardous to require labeling in 
accordance with this Act in order to protect the public health. 

“2. The term ‘hazardous substance’ shall not apply to economic poisons sub- 
ject to the Federal Insecticide, Fungicide, and Rodenticide Act, nor to foods, 
drugs and cosmetics subject to the Federal Food, Drug and Cosmetic Act, nor 
to substances intended for use as fuels when stored in bulk containers and 
used in the heating, cooking or refrigeration system of a house. 

“3. The term ‘hazardous substance’ shall not include any source material, 
special nuclear material, or by product material as defined in the Atomic Energy 
Act of 1954, as amended, and regulations issued pursuant thereto by the Atomic 
Energy Commission.” 

IV. Amend section 2(g) on page 2 by imserting, after “substance”, in line 22, 
“(other than a radioactive substanee)”’: deleting the word “inherent” in line 
23: striking out “bodily” and inserting “persenal” in line 23; and inserting “or 
illness” after “injury” in line 23. 

V. Amend section 2(h) (1) by deleting lines 12 and 13 on page 83 and inserting 
in lieu thereof the following: “Concentration of two hundred parts per million 
by volume or less of gas or vapor or twe@pilligram per liter by volume or less 
of mist or dust, provided such.” * 

VI. Amend section 2(j) by inserting the word “subparagraph” before “(i)” 
on page 4, line 5. 
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VII. Amend section 2(k) by deleting the words “shall find that” in line 13 
on page + and inserting in lieu thereof the words “upon consideration of”; by 
inserting a comma after “reaction” on line 14; and by deleting “indicate” on 
jne 15 and inserting ‘shall find that the substance has”. 

VIII. Amend section 2(1) by adding in line 23 on page 4, after the word 
“Jammability’, the words “of solids and” inserting on line 24, after “methods” 
the phrase “found by the Secretary to be”; inserting “materials or” after “such” 
jn line 24; inserting “respectively”, after “containers” in line 25; and deleting 
“he Secretary” in line 25 and inserting the following: “him, which regulations 
shall also define the term ‘flammable’ and ‘extremely flammable’ in accord 
with such methods.” 

IX. Redesignate paragraphs “(m)”, “(nm)” and “(0)” of section 2 as “(n)”, 
“(9)” and “(p)” and insert a new paragraph “(m)” at the end of page 4 to 
read as follows: 

“(m) The term ‘radioactive substance’ means a substance which emits ioniz- 
ing radiation.” 

X. In the redesignated (n) on page 5, delete “or attached to” in line 2; 
delete “package or” after “immediate” in line 3. 

XI. Amend lines 14 through 16 on page 5, in the redesignated section 2(p) 
toread as follows: 

“(p) The term ‘misbranded package’ or ‘misbranded package of a hazardous 
substance’ means a hazardous substance in a container intended or suitable for 
household use which, except as otherwise provided by or pursuant to section 3, 
fails to bear a label—” 

XII. In the redesignated section 2(p) (1), make the following changes: 

(1) In clause (A) strike out “or” on page 5, line 18, and insert “or seller” 
before the semicolon on line 19; 

(2) Amend clause (B) in lines 19 through 22 on page 5, to read as follows: 

“(B) the common or usual name or the chemical name (if there be no 
common or usual name) of the hazardous substance or of each component 
which contributes substantially to its hazard, unless the Secretary by 
regulation permits or requires the use of a recognized generic name:” 

(8) Amend clause (C) in lines 23 through 25 on page 5, and lines 1 through 
25 on page 6, to read as follows: 

“(C) the signal word ‘DANGER’ on substances which are extremely flam- 
mable, corrosive, or highly toxic ;” 

(4) Amend clause (F) in lines 5 through 7 on page 7, to read as follows: 

“(F) precautionary measures describing the action to be followed or 
avoided, except when modified by regulation of the Secretary pursuant to 
section 3 ;” 

(5) Amend clause (G) in lines 7 through 9 on page 7, to read as follows: 

“(G) instruction, when necessary or appropriate, for first-aid treat- 
ment ;” 

XIII. Amend the redesignated section 2(p) (2) by striking the word “clause” 
in line 16, page 7, and inserting “subparagraph”; striking “subsection” in line 
17, and inserting “paragraph”; inserting “conspicuous and” before “legible” in 
line 18; and striking everything after the word “label” in line 20 on page 7 down 
through line 25 on page 8. 

XIV. Redesignate sections 3, 4, 5, and 6, and sections 4, 5, 6, and 7, and 
insert on page 8, between lines 7 and 8, a new section 3 to read as follows: 


“REGULATIONS DECLARING HAZARDOUS SUBSTANCES AND ESTABLISHING VARIATIONS 
AND EXEMPTIONS 


“Sec. 3 (a) 1. Whenever in the judgment of the Secretary such action will 
promote the objectives of this Act by avoiding or resolving uncertainty as to 
its application, the Secretary may by regulation declare to be a hazardous sub- 
stance, for the purposes of this Act, any substance or mixture of substances 
which he finds meets the requirements of subparagraph (1)(A) of section 2(f). 

“2. Proceedings for the issuance, amendment, or repeal of regulations under 
this subsection and the admissibility of the record of such proceedings in other 
proceedings, shall in all respects be governed by the provisions of section 701 
(e), (f) and (g) of the Federal Food, Drug and Cosmetic Act, except that— 
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“(A) the Secretary’s order after public hearing (acting upon Objections 
filed to an order made prior to hearing) shall be subject to the require. 
ments of section 409(f) (2) of the Feaeral Food, Drug and Cosmetic Act: 
and , 

“(B) the scope of judicial review of such order shall be in accordance With 
the third sentence of paragraph (2), and with the provisions of paragraph 
(3), of section 409(g) of the Federal Food, Drug and Cosmetic Act. 

“(b) If the Secretary finds that the requirements of section 2(p) (1) are not 
adequate for the protection of the public health and safety in view of the Special 
hazard presented by any particular hazardous substance, he may by regulation 
establish such reasonable variations or additional label requirements as he finds 
necessary for the protection of the public health and safety; and any container 
of such hazardous substance, intended or suitable for household use, which 
fails to bear a label in accordance with such regulations shall be deemed to pe 
a misbranded package of a hazardous substance. 

“(c) If the Secretary finds that, because of the size of the package involved 
or because of the minor hazard presented by the substance contained therein 
or for other good and sufficient reasons, full compliance with the labeling require. 
ments otherwise applicable under this Act is impracticable or is not necessary 
for the adequate protection of the public health and safety, the Secretary shalj 
promulgate regulations exempting such substance from these requirements to 
the extent he determines to be consistent with adequate protection of the public 
health and safety. 

“(d) The Secretary may exempt from the requirements established by or 
pursuant to this Act any container of a hazardous substance with respect to 
which he finds that adequate requirements satisfying the purposes of this Act 
have been established by or pursuant to any other Act of Congress.” 

XV. Strike out “which” in line 20, page 8, of the redesignated section 4. 

XVI. Strike out “of” and insert “or” in line 25, page 8, of the redesignated 
section 4. 

XVII. Amend the redesignated section 4(e) and (f), lines 7 through 12 op 
page 9, to read as follows: 

“(e) The failure to permit entry or inspection as authorized by Section 11(b) 
or to permit access to and copying of any record as authorized by Section 12, 

“(f) The introduction or delivery for introduction into interstate commerce, 
or the receipt in interstate commerce and subsequent delivery or proffered de 
livery for pay or otherwise, of a hazardous substance in a reused food, drug 
or cosmetic container or in a container which, though not a reused container, 
is identifiable as a food, drug or cosmetic container by its labeling or by other 
identification. The reuse of a food, drug or cosmetic container as a container 
for a hazardous substance shall be deemed to be an act which results in the 
hazardous substance being in a misbranded package. As used in this para- 
graph, the terms “food,” “drug” and “cosmetic” shall have the same meanings 
as inthe Federal Food, Drug, and Cosmetic Act.” 

XVIII. Insert new paragraphs (g) and (h) in the redesignated section 4, 
on page 9, between lines 12 and 13, to read as follows: 

“(¢) The manufacture within any territory, of any hazardous substance 
that is misbranded. 

“(h) The use by any person to his own advantage, or revealing other than to 
the Secretary or officers or employees of the Department, or to the courts when 
relevant in any judicial proceeding under this Act, of any information acquired 
under authority of Section 11 concerning any method or process which as a 
trade secret is entitled to protection.” 

XIX. Amend subsection (a) of redesignated section 5, lines 14 through 19 
on page 9, to read as follows: 

“Src. 5. (a) Any person who violates any of the provisions of section 4 shall 
be guilty of a misdemeanor and shall on conviction thereof be subject to a fine 
of not more than $500 or to imprisonment for not more than ninety days, or both; 
but for offenses committed with intent to defraud or mislead, or for second 
and subsequent offenses, the penalty shall be imprisonment for not more than 
one year, or a fine of not more than $3,000, or both such imprisonment and fine.” 

XX. Amend subsection (b) of redesignated section 5 by changing “3” to “4” 
whenever it occurs (i.e., line 22, page 9; and lines 5 and 12, page 10) ; and by 
deleting “and branded” on line 14, page 10, and inserting “on the outside of the 
shipping container and labeled.” 
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XXI. In subsection (a) of the redesignated section 6, insert the following be- 
fore “shall” in line 21 on page 10: “or which may not, under the provisions of 
Section 4(f), be introduced into interstate commerce, or which has been manu- 
factured in violation of section 4(g),”. 

XXII. In subsection (b) of the same section, strike “act” and insert “fact” 
jn line 12, page 11. 

XXIII. In subsection (e) of the same section, strike “cases” and insert “case” 
on line 17, page 13. 

XXIV. Redesignate section 7 through 15 (pp. 14-20) as sections 10 through 
18, and insert on page 14, between lines 3 and 4 sections 8 and 9 to read as 
follows : 

“INJUNCTIONS 
“Sec. 8. (a) The United States district courts and the United States courts 
of the territories shall have jurisdiction, for cause shown and subject to the 
provisions of Rule 65 (a) and (b) of the Federal Rules of Civil Procedure, to 
restrain violations of this Act, 

“(b) In any proceeding for criminal contempt for violation of an injunction 
or restraining order issued under this Section, which violation also constitutes a 
yiolation of this Act, trial shall be by the court or, upon demand of the accused, 
by a jury. Such trial shall be conducted in accordance with the practice and 
procedure applicable in the case of proceedings subject to the provisions of 
Rule 42 (b) of the Federal Rules of Criminal Procedure. 


“STYLE OF ENFORCEMENT PROCEEDINGS—SUBPENAS 





“Sec. 9. All criminal proceedings and all libel or injunction proceedings for 
the enforcement, or to restrain violations, of this Act shall be by and in the 
name of the United States. Subpenas for witnesses who are required to attend 
a court of the United States in any district may run into any other district in 
any such proceeding.” 

XXV. In the redesignated section 10, strike out “AND TMEARINGS” in the cap- 
tion (p. 14, line 4), and change the figure “11” on line 11 of page 14 to read 
14”, 

XXVI. Amend redesignated section 11 by changing “Territory” in line 19, page 
14, to read “territory”; and amend subsection (b) of the same section by insert- 
ing on line 2, page 15, before the word “held”, the phrase “manufactured, proc- 
essed, packed, or’, and by changing clause (2), lines 6-9, to read as follows: 

“(2) to inspect, at reasonable times, and within reasonable limits and in 
a reasonable manner, such factory, warehouse, establishment or vehicle 
and all pertinent equipment, finished and unfinished materials, and labeling 
therein; and (3) to obtain samples of such materials or packages thereof, or 
of such labeling.” 

XXVII. Add a new subsection (c) to the same section between lines 14 and 
15 on page 15 to read as follows: 

“(c) If the officer or employee obtains any sample, prior to leaving the 
premises, he shall give to the owner, operator, or agent in charge a receipt 
describing the samples obtained. If an analysis is made of such sample, a copy 
of the results of such analysis shall be furnished promptly to the owner, opera- 
tor, or agent in charge.” 

XXVITIT. Amend redesignated section 12, by adding to this section the follow- 
ing: “Provided further, That carriers shall not be subject to the other provisions 
of this Act by reason of their receipt, carriage, holding, or delivery of hazardous 
substances in the usual course of business as carriers.” 

XXIX. In the redesignated Section 14, insert on page 17, line 5, after “pack- 
ages”, the phrase “or in violation of section 4(f),”. 

XXX. Amend redesignated section 16 on page 19 (lines 11-14) to read as 
follows : 


’ 


“TIME OF TAKING EFFEC’ 








“Sec. 16. This Act shall take effect upon the date of its enactment; but no 
penalty or condemnation shall be enforced for any violation of this Aet which 
occurs— 

“(a) prior to the expiration of the sixth calendar month after the month 
in which this Act is enacted, or 
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“(b) prior to the expiration of such additional period or periods, ending 
not more than eighteen months after the month of enactment of this Act, ag 
the Secretary may prescribe on the basis of a finding that conditions exigt 
which necessitate the prescribing of such additional period or periods: Pro. 
vided, That the Secretary may limit the application of such additional periog 
or periods to violations related to specified provisions of this Act, or to 
specified kinds of hazardous substances or packages thereof.” 
XXXI. Amend the redesignated section 17, page 19, line 16, down to page 929 
line 3, to read as follows: ; 


“APPLICATION TO EXISTING LAW 


“Sec. 17. Nothing in this Act shall be construed to modify or affect the pro. 
visions of chapter 39, title 18, United States Code, as amended (18 U.S.C, 83] 
et seq.), or any regulations promulgated thereunder, or under Sections 204 (a) 
(2) and 204 (a) (3) of the Interstate Commerce Act, as amended (relating to 
the transportation of dangerous substances and explosives by surface carriers) : 
or of Section 1716, title 18, United States Code, or any regulations promulgated 
thereunder (relating to mailing of dangerous substances) ; or of Section 902 or 
regulations promulgated under Section 601 of the Federal Aviation Act of 1958 
(relating to transportation of dangerous substances and explosives in aircraft) ; 
or of the Federal Food, Drug and Cosmetic Act; or of the Public Health Service 
Act; or of the Federal Insecticide, Fungicide, and Rodenticide Act: or of the 
Dangerous Drug Act for the District of Columbia (70 Stat. 612), or the Act en- 
titled “An Act to regulate the practice of pharmacy and the sale of poisons in 
the District of Columbia, and for other purposes,” approved May 7, 1906 (34 
Stat. 175), as amended; or of any other Act of Congress, except as specified in 
Section 18.” 

XXXII. Amend the redesignated section 18 on page 20, lines 4-12, to read 
as follows: 








































“REPEAL OF FEDERAL CAUSTIC POISON 





ACT 





“Src. 18. The Federal Caustic Poison Act (44 Stat. 1406) is repealed ef- 
fective at the close of the sixth calendar month after the month of enact- 
ment of this Act: Provided, That, if the Secretary, pursuant to Section 
16(b) of this Act, prescribes an additional period or periods during which 
violations of this Act shall not be enforceable and if such additional period 
or periods are applicable to violations of this Act involving one or more 
substances defined as “dangerous caustic or corrosive substances” by the 
Federal Caustic Poison Act, that Act shall, with respect to such substance 
or substances, remain in full force and effect during such additional period 
or periods: Provided further, That, with respect to violations, liabilities 
incurred, or appeals taken prior to the close of said sixth month or, if ap- 
plicable, prior to the expiration of the additional period or periods referred 
to in the preceding proviso, all provisions of the Federal Caustie Poison 
Act shall be deemed to remain in full force for the purpose of sustaining 
any proper suit, action, or other proceeding with respect to any such viola- 
tions, liabilities and appeals.” 


ExHIBIT 2—STATEMENT OF EMIL G. KLARMANN 


CLEAN Drart or H.R. 5260 WitH AMENDMENTS AS PROPOSED IN STATEMENT OF 
Emit G. KLARMANN 


(This draft is identical to S. 1283 as amended and reported by the Senate Com- 
mittee on Interstate and Foreign Commerce.) 











A BILL To regulate the interstate distribution and sale of packages of hazardous substances 
intended or suitable for household use 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, 


SHORT TITLE 


Section 1. This Act may be cited as the “Federal Hazardous Substances Label- 
ing Act”. 
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DEFINITIONS 


Sec. 2. For the purposes of this Act— 

(a) The term “territory” means any territory or possession of the United 
States, including the District of Columbia and the Commonwealth of Puerto 
Rico but excluding the Canal Zone. 

(b) The term “interstate commerce” means (1) commerce between any State 
or territory and any place outside thereof, and (2) commerce within the Dis- 
trict of Columbia or within any territory not organized with a legislative body. 

(c) The term “Department” means the Department of Health, Education, and 
Welfare. 

(d) The term “Secretary” means the Secretary of Health, Education, and 
Welfare. 

(e) The term “person” includes an individual, partnership, corporation, and 
association. 

(f) The term “hazardous substance” means : 

1. (A) Any substance or mixture of substances which (i) is toxic, (ii) is 
corrosive, (iii) is an irritant, (iv) is a strong sensitizer, (v) is flammable, or 
(vi) generates pressure through decomposition, heat, or other means, if such 
substance or mixture of substances may cause substantial personal injury or 
substantial illness during or as a proximate result of any customary or reason- 
ably foreseeable handling or use, including reasonably foreseeable ingestion by 
children. 

“ (B) Any substances which the Secretary by regulation finds, pursuant to the 
provisions of section 3(a), meet the requirements of subparag ‘raph 1(A) of this 
paragraph. 

(C) Any radioactive substance, if, with respect to such substance as used in 
a particular class of article or as packaged, the Secretary determines by regula- 
tion that the substance is sufficiently hazardous to require labeling in accordance 
with this Act in order to protect the public health. 

2. The term “hazardous substance” shall not apply to economic poisons subject 
to the Federal Insecticide, Fungicide, and Rodenticide Act, nor to foods, drugs 
and cosmetics subject to the Federal Food, Drug, and Cosmetic Act, nor to sub- 
stances intended for use as fuels when stored in bulk containers and used in the 
heating, cooking, or refrigeration system of a house. 

8. The term “hazardous substance” shall not include any source material, 
special nuclear material, or byproduct material as defined in the Atomic Energy 
Act of 1954, as amended, and regulations issued pursuant thereto by the Atomic 
Energy Commission. 

(zg) The term “toxic” shall apply to any substance (other than a radioactive) 
which has the capacity to produce personal injury or illness to man through 
ingestion, inhalation, or absorption through any body surface. 

(h)(1) The term “highly toxic” means any substance which falls within any 
of the following categories: (a) Produces death within fourteen days in half or 
more than half of a group of ten or more laboratory white rats each weighing 
between two hundred and three hundred grams, at a single dose of fifty milli- 
grams or 'ess per kilogram of body weight, when orally administered; or (b) 
produces death within fourteen days in half or more than half of a group of ten 
or more laboratory white rats each weighing between two hundred and three 
hundred grams, when inhaled continuously for a period of one hour or less at 
an atmospheric concentration of two hundred parts per million by volume or less 
of gas or vapor or two milligrams per liter by volume or less of mist or dust, 
provided such concentration is likely to be encountered by men when the sub- 
stance is used in any reasonably foreseeable manner; or (c) produces death 
within fourteen days in half or more than ha'f of a group of ten or more rabbits 
tested in a dosage of two hundred milligrams or less per kilogram of body 
weight, when administered by continuous contact with the bare skin for twenty- 
four hours or less. 

(2) If the Secretary finds that available data on human experience with any 
substance indicate results different from those obtained on animals in the above- 
named dosages or concentrations, the human data shall take precedence. 

(i) The term “corrosive” means any substance which in contact with living 
tissue will cause destruction of tissue by chemical action; but shall not refer to 
action on inanimate surfaces. 
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(j) The term “irritant” means any substance not corrosive within the meap. 
ing of subparagraph (i) which on immediate, prolonged, or repeated contact with 
normal living tissue will induce a local inflammatory reaction. 

(k) The term “strong sensitizer” means a substance which will cause on nop. 
mal living tissue through an allergic or photodynamic process a hypersensitivity 
which becomes evident on reapplication of the same substance and which is desig. 
nated as such by the Secretary. Before designating any substance as a strong 
sensitizer, the Secretary, upon consideration of the frequency of occurrence and 
severity of the reaction, shall find that the substance has a significant potentig) 
for causing hypersensitivity. 

(1) The term “extremely flammable” shall apply to any substance which hag 
a flash point at or below twenty degrees Fahrenheit as determined by the 
Tagliabue Open Cup Tester, and the term “flammable” shall apply to any sub- 
stance which has a flash point of above twenty degrees to and including eighty 
degrees Fahrenheit, as determined by the Tagliabue Open Cup Tester; except 
that the flammability of solids, and of the contents of self-pressurized containers 
shall be determined by methods found by the Secretary to be generally applicable 
to such materials or containers, respectively, and established by regulations is. 
sued by him, which regulations shall also define the terms “flammable” and 
“extremely flammable” in accord with such methods. 

(m) The term “radioactive substance” means a substance which emits ioniz- 
ing radiation. 

(n) The term “label” means a display of written, printed, or graphic matter 
upon the immediate container of any substance; and a requirement made by or 
under authority of this Act that any word, statement, or other information ap 
pearing on the label shall not be considered to be complied with unless such word, 
statement, or other information also appears (1) on the outside container or 
wrapper, if any there be, unless it is easily legible through the outside container 
or wrapper and (2) on all accompanying literature where there are directions 
for use, written or otherwise. 

(o) Theterm “immediate container” does not include package liners. 

(p) The term “misbranded package” or “misbranded package of a hazardous 
substance” means a hazardous substance in a container intended or suitable for 
household use which, except as otherwise provided by or pursuant to section 8, 
fails to bear a label— 

(1) which states conspicuously (A) the name and place of business of the 
manufacturer, packer, distributor, or seller; (B) the common or usual name or 
the chemical name (if there be no common or usual name) of the hazardous 
substance or of each component which contributes substantially to its hazard, 
unless the Secretary by regulation permits or requires the use of a recognized 
generic name; (C) the signal word “DANGER” on substances which are extremely 
flammable, corrosive, or highly toxic; (D) the signal word “WARNING” or 
“CAUTION” on all other hazardous substances; (KE) an affirmative statement of 
the principal hazard or hazards, such as “Flammable,” “Vapor Harmful,” 
“Causes Burns,” “Absorbed Through Skin,” or similar wording descriptive of 
the hazard; (F) precautionary measures describing the action to be followed 
or avoided, except when modified by regulation of the Secretary pursuant to 
section 3; (G) instruction, when necessary or appropriate, for first-aid treat- 
ment; (H) the word “poison” for any hazardous substance which is defined 
as “highly toxic” by subsection (h); (1) instructions for handling and storage 
of packages which require special care in handling or storage; and (J) the 
statement “Keep out of the reach of children,” or its practical equivalent, and 

(2) on which any statements required under subparagraph (1) of this 
paragraph are located prominently and are in the English language in 
conspicuous and legible type in contrast by typography, layout, or color with 
other printed matter on the label. 


REGULATIONS DECLARING HAZARDOUS SUBSTANCES AND ESTABLISHING VARIATIONS 
AND EXEMPTIONS 


Sec. 3. (a) 1. Whenever in the judgment of the Secretary such action will 
promote the objectives of this Act by avoiding or resolving uncertainty as to 
its application, the Secretary may be regulation declare to be a hazardous sub- 
stance, for the purposes of this Act, and substance or mixture of substances 
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which he finds meets the requirements of subparagraph (1)(A) of section 

f). 
att Proceedings for the issuance, amendment, or repeal of regulations under 
this subsection and the admissibility of the reeord of such proceedings in other 

edings, shall in all respects be governed by the provisions of section 701 
(e), (f), and (g) of the Federal Food, Drug, and Cosmetic Act, except that— 
(A) the Secretary’s order after public hearing (acting upon objections 
filed to an order made prior to hearing) shall be subject to the require- 
ments of section 409(f) (2) of the Federal Food, Drug, and Cosmetic, Act; 
and 
(B) the scope of judicial review of such order shall be in accordance with 
the third sentence of paragraph (2), and with the provisions of paragraph 
(3), of section 409(g) of the Federal Food, Drug, and Cosmetie Act. 

(b) If the Secretary finds that the requirements of section 2(p) (1) are not 
adequate for the protection of the public health and safety in view of the 
gecial hazard presented by any particular hazardous substance, he may by 
regulation establish such reasonable variations or additional label requirements 
as he finds necessary for the protection of the public health and safety; and 
any container of such hazardous substance, intended or suitable for household 
use, Which fails to bear a label in accordance with such regulations shall be 
deemed to be a misbranded package of a hazardous substance. 

(c) If the Secretary finds that, because of the size of the package involved 
or because of the minor hazard presented by the substance contained therein, 
or for other good and sufficient reasons, full compliance with the labeling re- 
quirements otherwise applicable under this Act is impracticable or is not neces- 
sary for the adequate protection of the publie health and safety, the Secretary 
shall promulgate regulations exempting such substance from these require- 
ments to the extent he determines to be consistent with adequate protection of 
the public health and safety. 

(d) The Secretary may exempt from the requirements established by or pur- 
suant to this Act any container of a hazardous substance with respect to which 
he finds that adequate requirements satisfying the purposes of this Act have 
been established by or pursuant to any other Act of Congress. 


PROHIBITED ACTS 


Sec. 4. The following acts and the causing thereof are hereby prohibited : 

(a) The introduction or delivery for introduetion into interstate commerce of 
any misbranded package of a hazardous substance. 

(b) The alteration, mutilation, destruction, obliteration, or removal of the 
whole or any part of the label of, or the doing of any other act with respect to, 
a4 hazardous substance, if such act is done while the substance is in interstate 
commerce, or while the substance is held for sale (whether or not the first sale) 
after Shipment in interstate commerce, and results in the hazardous substance 
being in a misbranded package. 

(c) The receipt in interstate commerce of any misbranded package of a haz- 
ardous substance and the delivery or proffered delivery thereof for pay or other- 
wise. 

(d) The giving of a guarantee or undertaking referred to in section 5(b) (2) 
which guarantee or undertaking is false, except by a person who relied upon a 
guarantee or undertaking to the same effect signed by, and containing the name 
and address of, the person residing in the United States from whom he received 
in good faith the hazardous substance. 

(e) The failure to permit entry or inspection as authorized by section 11(b) 
or to permit access to and copying of any record as authorized by section 12. 

(f) The introduction or delivery for introduction into interstate commerce, 
or the receipt in interstate commerce and subsequent delivery or proffered de- 
livery for pay or otherwise, of a hazardous substance in a reused food, drug, 
or cosmetic container which, or in a container which, though not a reused con- 
tainer, is identifiable as a food, drug, or cosmetic container by its labeling or by 
dither identification. The reuse of a food, drug, or cosmetic container as a 
container for a hazardous substance shall be deemed to be an act which results 
in the hazardous substance being in a misbranded package. As used in this 
paragraph, the terms “food,” “drug,” and “cosmetic” shall have the same mean- 
ings as in the Federal Food, Drug, and Cosmetic Act. 
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(g) The manufacture within any territory, of any hazardous substance that is 
misbranded. 

(h) The use by any person to his own advantage, or revealing other than to 
the Secretary or officers or employees of the Department, or to the courts when 
relevant in any judicial proceeding under this Act, of any information acquired 
under authority of section 11 concerning any method of process which as a trade 
secret is entitled to protection. 



























































PENALTIES 






Sec. 5. (a) Any person who violates any of the provisions of section 4 shay 
be guilty of a misdemeanor and shall on conviction thereof be subject to 
fine of not more than $500 or to imprisonment for not more than ninety days, or 
both; but for offenses committed with intent to defraud or mislead, or for gee. 
ond and subsequent offense, the penalty shall be imprisonment for not more than 
one year, or a fine or not more than $3,000, or both such imprisonment and fine, 

(b) No person shall be subject to the penalties of subsection (a) of this gee. 
tion, (1) for having violated section 4(c), if the receipt, delivery, or proffered 
delivery of the hazardous substance was made in good faith, unless he refuses 
to furnish on request of an officer or employee duly designated by the Secre. 
tary, the name and address of the person from whom he purchased or received 
such hazardous substance, and copies of all documents, if any there be, pertain. 
ing to the delivery of the hazardous substance to him; or (2) for having violated 
section 4(a), if he establishes a guarantee or undertaking signed by, and cop. 
taining the name and address of, the person residing in the United States from 
whom he received in good faith the hazardous substance, to the effect that the 
hazardous substance is not in misbranded packages within the meaning of that 
term in this Act; or (3) for having violated subsection (a) or (c) of section 
4 in respect of any hazardous substance shipped or delivered for shipment for 
export to any foreign country, in a package marked for export on the outside 
of the shipping container and labeled in accordance with the specifications of 
the foreign purchaser and in accordance with the laws of the foreign country, 


SEIZURES 





Sec. 6. (a) Any hazardous substance that is in a misbranded package when 
introduced into or while in interstate commerce or while held for sale (whether 
or not the firsa sale) after shipment in interstate commerce, or which may not, 
under the provisions of section 4(f), be introduced into interstate commerce, 
or which has heen manufactured in violation of section 4(g), shall be liable to 
be proceeded against while in interstate commerce or at any time thereafter, on 
libel of information and condemned in any district court in the United States 
within the jurisdiction of which the hazardous substance is found: Provided, 
That this section shall not apply to a hazardous substance intended for export 
to any foreign country if it (1) is in a package branded in accordance with 
the specifications of the foreign purchaser, (2) is labeled in accordance with 
the Jaws of the foreign country, and (3) is labeled on the outside of the shipping 
package to show that it is intended for export, and (4) is so exported. 

(b) Such hazardous substance shall be liable to seizure by process pursuant 
to the libel, and the procedure in cases where this section shall conform, as 
nearly as may be, to the procedure in admiralty; except that on demand of 
either party any issue of fact joined in any such case shall be tried by jury. 
When libel for condemnation proceedings under this section, involving the same 
claimant and the same issues of misbranding, are pending in two or more 
jnrisdictions. such pending proceedings, upon application of the United States 
or the claimant seasonably made to the court of one such jurisdiction, shall be 
consolidated for trial by order of such court, and tried in (1) any district 
selected by the applicant where one of such proceedings is nendine: or (2) a 
district agreed upon by stipulation between the parties. If no order for con- 
solidation is so made within a reasonable time, the United States or the claimant 
may anply to the court of one such jurisdiction, and such court (after giving 
the other party, the claimant, or the United States attorney for such district, 
reasonable notice and opportunity to be heard) shall by order, unless good cause 
to the contrary is shown, specify a district of reasonable proximity to the 
elaimant’s princinal place of business, in which all such pending proceedings 
shall be consolidated for trial and tried. Such order of consolidation shall not 
apply so as to require the removal of any case the date for trial of which has 
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peen fixed. The court granting such order shall give prompt notification thereof 

to the other courts having jurisdiction of the cases covered thereby. 

(c) Any hazardous substance condemned under this section shall, after entry 
of the decree, be disposed of by destruction or sale as the court may, in accord- 
ance with the provisions of this section, direct and the proceeds thereof, if sold, 
jess the legal costs and charges, shall be paid into the Treasury of the United 
States; but such hazardous substance shall not be sold under such decree con- 
trary to the provisions of this Act or the laws of the jurisdiction in which sold: 
Provided, That after entry of the decree and upon the payment of the costs 
of such proceedings and the execution of a good and sufficient bond conditioned 
that such hazardous substance shall not be sold or disposed of contrary to the 
provisions of this Act or the laws of any State or Territory in which sold, the 
court may by order direct that such hazardous substance be delivered to the 
owner thereof to be destroyed or brought into compliance with the provisions of 
this Act under the supervision of an officer or employee duly designated by the 
Secretary, and the exepnses of such supervision shall be paid by the person 
obtaining release of the hazardous substance under bond. 

(d) When a decree of condemnation is entered against the hazardous sub- 
stance, court costs and fees, and storage and other proper expenses, shall be 
awarded against the person, if any, intervening as claimant of the hazardous 
substance. 

(e) In the case of removal for trial of any case as provided by subsection 

b)— 

(1) the clerk of the court from which removal is made shall promptly 
tranmit to the court in which the case is to be tried all records in the case 
necessary in order that such court may exercise jurisdiction ; 

(2) the court to which such case is removed shall have the powers and 
be subject to the duties, for purposes of such case, which the court from 
which removal was made would have had, or to which such court would 
have been subject, if such case had not been removed. 


HEARING BEFORE REPORT OF CRIMINAL VIOLATION 


Sec. 7. Before any violation of this Act is reported by the Secretary to any 
United States attorney for institution of a criminal proceeding, the person 
against whom such proceeding is contemplated shall be given appropriate notice 
and an opportunity to present his views, either orally or in writing, with regard 
to such contemplated proceeding. 


INJUNCTIONS 


Sec. 8. (a) The United States district courts and the United States courts 
of the territories shall have jurisdiction, for cause shown and subject to the 
provisions of rule 65(a) and (b) of the Federal Rules of Civil Procedure, to 
restrain violations of this Act. 

(b) In any proceeding for criminal contempt for violation of an injunction 
or restraining order issued under this section, which violation also constitutes a 
violation of this Act, trial shall be by the court or, upon demand of the accused, 
by a jury. Such trial shall be conducted in accordance with the practice and 
procedure applicable in the case of proceedings subject to the provisions of rule 
42(b) of the Federal Rules of Criminal Procedure. 


STYLE OF ENFORCEMENT PROCEEDINGS—-SUBPENAS 


Sec. 9. All criminal proceedings and all libel or injunction proceedings for the 
enforcement, or to restrain violations, of this Act shall be by and in the name 
of the United States. Subpoenas for witnesses who are required to attend a 
court of the United States in any district may run into any other district in any 
such proceeding. 

REGULATIONS 


Sec. 10. (a) The authority to promulgate regulations for the efficient enforce- 
ment of this Act, except as otherwise provided in this section, is hereby vested 
in the Secretary. 

(b) The Secretary of the Treasury and the Secretary of Health, Education, and 
Welfare shall jointly prescribe regulations for the efficient enforcement of the 
provisions of section 14, except as otherwise provided therein. Such regula- 
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tions shall be promulgated in such manner and take effect at such time, after tes 
due notice, as the Secretary of Health, Education, and Welfare shall determine th 
; se 

EXAMINATIONS AND INVESTIGATIONS as 

Sec. 11. (a) The Secretary is authorized to conduct examinations, inspec. . 
tions, and investigations for the purposes of this Act through officers and em- th 
ployees of the Department or through any health officer or employee of any re 
State, territory, or political subdivision thereof, duly commissioned by the See. re 
retary as an officer of the Department. 

(b) For the purposes of enforcement of this Act, officers or employees duly po 
designated by the Secretary, upon presenting appropriate credentials and liv 
written notice to the owner, operator, or agent in charge, are authorized (1) to by 
enter, at reasonable times, any factory, warehouse, or establishment in which da 
hazardous substances are manufactured, processed, packed, or held for intro. th 
duction into interstate commerce or are held after such introduction, or to enter ti 
any vehicle being used to transport or hold such hazardous substances in inter. ac 
state commerce; (2) to inspect, at reasonable times and within reasonable mn 
limits and in a reasonable manner, such factory, warehouse, establishment, or Ww 
vehicle, and all pertinent equipment, finished and unfinished materials, ang be 
labeling therein; and (3) to obtain samples of such materials or packages D 
thereof, or of such labeling. A separate notice shall be given for each such re 
inspection, but a notice shall not be required for each entry made during the 01 
period covered by the inspection. Fach such inspection shall be commenced and if 
completed with reasonable promptness. sl 

(c) If the officer or employee obtains any sample, prior to leaving the prem- sl 
ises, he shall give to the owner, operator, or agent in charge a receipt describ- al 
ing the samples otbained. If an analysis is made of such sample, a copy of the 0 
results of such analysis shall be furnished promptly to the owner, operator, or 
agent in charge. 0 

RECORDS OF INTERSTATE SHIPMENT DP 
it 

Sec. 12, For the purpose of enforcing the provisions of this Act, carriers en- si 
gaged in interstate commerce, and persons receiving hazardous substances in I 
interstate commerce or holding such hazardous substances so received shall, r 
upon the request of an officer or employee duly designated by the Secretary, t 
permit such officer or employee, at reasonable times, to have access to and to I 
copy all records showing the movement in interstate commerce of any such 0 
hazardous substance, or the holding thereof during or after such movement, and 
the quantity, shipper, and consignee thereof; and it shall be unlawful for any 
such carrier or person to fail to permit such access to and copying of any 
record so requested when such request is accompanied by a statement in writing ¢ 
specifying the nature or kind of such hazardous substance to which such request ‘ 
relates: Provided, That evidence under this section shall not be used in a ‘ 
criminal prosecution of the person from whom obtained: Provided further, 

That carriers shall not be subject to the other provisions of this Act by reason 

of their receipt, carriage, holding, or delivery of hazardous substances in the 

usual course of business as carriers. 
‘ 


PUBLICITY 


Sec. 13. (a) The Secretary may cause to be published from time to time re 
ports summarizing any judgments, decrees, or court orders which have been 
rendered under this Act, including the nature of the charge and the disposition 
thereof. 

(b) The Secretary may also cause to be disseminated information regarding 
hazardous substances in situations involving, in the opinion of the Secretary, 
imminent danger to health. Nothing in this section shall be construed to pro- 
hibit the Secretary from collecting, reporting, and illustrating the results of the 
investigations of the Department. 

IMPORTS 






Sec. 14. (a) The Secretary of the Treasury shall deliver to the Secretary of 
Health, Education, and Welfare, upon his request, samples of hazardous sub- 
stances which are being imported or offered for import into the United States, 
giving notice thereof to the owner or consignee, who may appear before the 
Secretary of Health, Education, and Welfare and have the right to introduce 
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testimony. If it appears from the examination of such samples or otherwise 
that such hazardous substance is in misbranded packages or in violation of 
section 4(f), then such hazardous substance shall be refused admission, except 
as provided in subsection (b) of this section. The Secretary of the Treasury 
shall cause the destruction of any such hazardous substance refused admission 
uiless such hazardous substance is exported, under regulations preseribed by 
the Secretary of the Treasury, within ninety days of the date of notice of such 
refusal or within such additional time as may be permitted pursuant to such 
regulations. 

(b) Pending decision as to the admission of a hazardous substance being im- 
ported or offered for import, the Secretary of the Treasury may authorize de- 
livery Of such hazardous substance to the owner or consignee upon the execution 
by him of a good and sufficient bond providing for the payment of such liquidated 
damages in the event of default as may be required pursuant to regulations of 
the Secretary of the Treasury. If it appears to the Secretary of Health, Eduea- 
tion, and Welfare that the hazardous substance can, by relabeling or other 
action, be brought into compliance with this Act, final determination as to ad- 
mission of such hazardous substance may be deferred and, upon filing of timely 
written application by the owner or consignee and the execution by him of a 
pond as provided in the preceding provisions of this subsection, the Secretary 
may, in accordance with regulations, authorize the applicant to perform such 
relabeling or other action specified in such authorization (including destruction 
or export of rejected hazardous substances or portions thereof, as may be spe- 
ified in the Secretary’s authorization). All such relabeling or other action pur- 
suant to such authorization shall, in accordance with regulations, be under the 
supervision of an officer or employee of the Department of Health, Education, 
and Welfare designated by the Secretary, or an officer or employee of the Depart- 
ment of the Treasury designated by the Secretary of the Treasury. 

(c) All expenses (including travel, per diem, or subsistence, and salaries of 
oficers or employees of the United States) in connection with the destruction 
provided for in subsection (a) of this section and the supervision of the relabel- 
ing or other action authorized under the provisions of subsection (b) of this 
section, the amount of such expenses to be determined in accordance with regu- 
lations, and all expenses in connection with the storage, cartage, or labor with 
respect to any hazardous substance refused admission under subsection (a) of 
this section, shall be paid by the owner or consignee and, in default of such pay- 
ment, shall constitute a lien against any future importations made by such owner 
or consignee. 

SEPARABILITY CLAUSE 


Sec. 15, If any provision of this Act is declared unconstitutional, or the appli- 
cability thereof to any person or circumstance is held invalid, the constitution- 
ality of the remainder of the Act and the applicability thereof to other persons 
and circumstances shall not be affected thereby. 


TIME OF TAKING EFFECT 


Sec. 16. This Act shall take effect upon the date of its enactment; but no 
penalty or condemnation shall be enforced for any violation of this Act which 
occurs— 

(a) prior to the expiration of the sixth calendar month after the month 
in which this Act is enacted, or 

(b) prior to the expiration of such additional period or periods, ending 
not more than eighteen months after the month of enactment of this Act, 
as the Secretary may prescribe on the basis of a finding that conditions exist 
which necessitate the prescribing of such additional period or periods: 
Provided, That the Secretary may limit the application of such additional 
period or periods to violations related to specified provisions of this Act, 
or to specified kinds of hazardous substances or packages thereof. 


APPLICATION TO EXISTING LAW 


Src. 17. Nothing in this Act shall be construed to modify or affect the provi- 
sions of chapter 39, title 18, United States Code, as amended (18 U.S.C. 831 
et seq.), or any regulations promulgated thereunder, or under sections 204(a) (2) 
and 204(a)(8) of the Interstate Commerce Act, as amended (relating to the 
transportation of dangerous substances and explosives by surface carriers) ; or 
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of section 1716, title 18, United States Code, or any regulations promulgated 
thereunder (relating to mailing of dangerous substances) ; or of section 902 or 
regulations promulgated under section 601 of the Federal Aviation Act of 1958 
(relating to transportation of dangerous substances and explosives in aircraft) . 
or of the Federal Food, Drug, and Cosmetic Act; or of the Public Health Service 
Act; or of the Federal Insecticide, Fungicide, and Rodenticide Act; or of the 
Dangerous Drug Act for the District of Columbia (70 Stat. 612), or the Act ep. 
titled “An Act to regulate the practice of pharmacy and the sale of poisons in 
the District of Columbia, and for other purposes”, approved May 7, 1906 (34 
Stat. 175), as amended; or of any other Act of Congress, except as specified jp 
section 18. 
REPEAL OF FEDERAL CAUSTIC POISON ACT 

Suc. 18. The Federal Caustic Poison Act (44 Stat. 1406) is repealed effective 
at the close of the sixth calendar month after the month of enactment of this 
Act: Provided, That, if the Secretary, pursuant to section 16(b) of this Act, pre 
scribes an additional period or periods during which violations of this Act sha}j 
not be enforceable and if such additional period or periods are applicable to vio. 
lations of this Act involving one or more substances defined as “dangerous caus. 
tic or corrosive substances” by the Federal Caustic Poison Act, that Act shall 
with respect to such substance or substances, remain in full force and effect 
during such additional period or periods; Provided further, That, with respect 
to violations, liabilities incurred or appeals taken prior to the close of said sixth 
month or, if applicable, prior to the expiration of the additional period or 
periods referred to in the preceding proviso, all provisions of the Federal Caus. 
tic Poison Act shall be deemed to remain in full force for the purpose of sus- 
taining any proper suit, action, or other proceeding with respect to any such 
violations, liabilities, and appeals. 

Mr. Roserts. Thank you, Dr. Klarmann. I would like to commend 
you on your statement and also to thank you for the effort of your 
association and the efforts of the other groups, as well as our own De- 
partment of Health, Education, and Welfare, in trying to work out 
an agreement between the industry, the Government, and the public 
in this worthwhile legislation. 

I would like to ask you if you can give us any estimate of the num- 
ber of products that have become available to the consumer since 1927, 
the effective date of the Caustic Poisons Act. You said there was a 
list of only 12 chemical substances by name with specified concentra- 
tions defined as dangerous caustic or corrosive substances. Can you 
give us any estimate of the number now covered ¢ 

Mr. Kiarmann. Well, the products which would be covered by this 
bill, and which fall under the general classification of household haz- 
ards would be very difficult to estimate. Many different estimates 
have been made, and I believe one estimate occurs in the report of 
Senator Magnuson on hazardous substances for household use : “Your 
committee was told that there are over 300,000 common household 
products such as furniture polishes, bleaches, detergents.” But I be- 
lieve this figure is a bit overestimated. I would say it is more like 
15,000 or 20,000 products that might be in question here. 

Mr. Rozertrs. About 15,000 or 20,000 ? 

Mr. KiarmMann. That would be my best guess. 

Mr. Rosertrs. Now, I believe you recommended as to time which 
would give the industry time to get ready for this legislation, a period 
of 18 months. 

Mr. Kiarmann. That is correct, sir. 

Mr. Roserts. That is based on your experience, I am sure, but do 
you think as a result of these various conferences and the agreement 
which seems to be evident, that. we might possibly speed up that time 
a little bit ? 
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Mr. Kuarmann. If I may call your attention, sir, to exhibit 1, page 
5, we have an amendment there, Roman page XXII, amends section 
13 on page 19 to read as follows: 


“TIME OF TAKING EFFECT 


“Src. 18. This Act shall take effect upon the date of its enactment; but no 
penalty or condemnation shall be enforced for any violation of this Act which 
occurs—(a) prior to the expiration of the sixth calendar month after the 
month in which this Act is enacted, or (b) prior to the expiration of such addi- 
tional period or periods, ending not more than 18 months after the month of en- 
actment of this Act, as the Secretary may prescribe on the basis of a finding that 
conditions exist which necessitate the prescribing of such additional period or 
periods: Provided, That the Secretary may limit the application of such addi- 
tional period or periods to violations related to specified provisions of this Act, 
or to specified kinds of hazardous substances or packages thereof.” 

Mr. Roserts. I think that clarifies that sufficiently. 

Mr. KiarMann. So there isa flexibility there. 

Mr. Roperts. Yes. I would certainly be in agreement with that 
way of handling that particular situation. 

That is all I have. Gentlemen of the committee, any questions? 

Mr. O’Brien. I have just one question, Mr. Chairman. 

(Mr. Roserts. Mr. O’Brien. 

Mr. O’Brien. Do you believe that the signal word “Danger” can 
be properly applied with the same meaning to all products which are 
extremely flammable, corrosive, or highly toxic? In other words, 
do you not think there is more of a wallop in the word “Poison” that 
is applied to highly toxic material ? 

I am thinking now of the parent who is mostly concerned about 
children getting hold of a bottle which is poisonous. Do you think 
the word “Danger” is strong enough when applied to that particular 
field ? 

Mr. KiarmMann. Well, if you refer to the bill, Mr. O’Brien, you 
will find that the word “Poison” applies to highly toxic substances, 
and if you have a highly toxic substance, the use of the word “Poison” 
is mandatory together with the signal word “Danger.” 

Mr. O’Brien. I see. 

Mr. Kiarmann. So that, incidentally, if I may take this oceasion 
to call your attention, gentlemen, to the report of the hearing before 
the subcommittee of the Senate on S. 1283, on page 12, we have there 
for illustrative purposes several type labels, and with respect to the 
particular question you are raising, Mr. O’Brien, we have a type label 
for a poison and this is the way it reads: “Poison. Danger. May be 
fatal if swallowed.” That applies, of course, to a poison which is fatal 
by ingestion. 

Then we have the statement of the poisonous ingredient, containing 
substances X, Y. Z. “Do not take internally. If swallowed, induce 
vomiting immediately. Call a physician. Do not store in open or 
unlabeled containers. Keep out of reach of children,” and the name 
of the manufacturer—all of these statements are under this bill man- 
datory with respect to a product which is highly toxic, which is 
therefore a poison and requires the signal word “Danger.” 

Mr. O’Brien. Then the word “Poison” would be continued to be 
prominently displayed on the label ? 





42 FEDERAL HAZARDOUS SUBSTANCES LABELING ACT 


Mr. Kiarmann. Onanything that is highly toxic, yes, sir. 

Mr. O’Brien. That was my only question. 

Mr. Kiarmann. Yes, sir. 

Mr. Roserts. Any other questions ? 

If not, thank you very much. 

I believe the next witness is Mr. Chester L. French, chairman of 
the Labels and Precautionary Information Committee of the Manu- 
facturing Chemists’ Association, Inc., 1855 Connecticut Avenue NW. 
WwW ashington, D.C, 


STATEMENT OF CHESTER FRENCH, CHAIRMAN, LABELS AND 
PRECAUTIONARY INFORMATION COMMITTEE, MANUFACTURING 
CHEMISTS’ ASSOCIATION, INC.; ACCOMPANIED BY DR. JOHN F 
OSTERRITTER 


Mr. Frenen. Mr. Chairman and members of the committee, my 
name is Chester L. French, and I am chairman of the Labels and Pre- 
cautionary Information Committee of the Manufacturing Chemists’ 
Association, Ine. Iam employed by the Mallinckrodt Chemical Works 
of St. Louis, Mo., in the department of chemical control, and a part of 
my time is devoted to preparing precautionary labels for our company, 

‘I have with me today Dr. ‘John F. Osterritter, medical director 
of the Celanese Corp. of America, who will be available to answer any 
health or medical questions whic h you may wish to ask. 

The Manufacturing Chemists’ Association is an incorporated na- 
tional trade organization composed of more than 180 companies en- 
gaged in the manufacture and sale of chemicals. These companies 
account for more than 90 percent of the chemical production capacity 
of the United States. Although our members are primarily engaged 
in the manufacture of industrial chemicals, m: any of them also. pro- 
duce household chemical products. 

I should like to say at once that we are in complete agreement 
with the statement to this committee by Dr. Klarmann of the Chemical 
Specialties Manufacturers Association. We believe the amendments 
which have been suggested by Dr. Klarmann are sound and should 
enable the Department of Health, Education, and Welfare to ad- 
minister the act effectively. 

It is my understanding that the Senate Interstate and Foreign Com- 
merce Committee has already reported out the companion bill, §. 
1283, with amendments which have been suggested to you here today. 
With the amendments suggested by Dr. Klarmann and acted on by the 
Senate committee, our association wholeheartedly endorses H.R. 
5260. 

In 1944, our association formed the labels and precautionary in- 
formation committee, which, since that time, has been known as the 
LAPI committee. One of its first actions was the preparation and 
publication of a manual entitled “Warning Labels.” I believe you have 
copies of this in the committee. This is a guide for the preparation 
of precautionary labels for hazardous chemicals and contains prin- 
ciples of labeling as well as illustrative labels. 

Your bill, Mr. ‘Chairm: in, is wholly consistent with these principles, 
and we should like to express our appreciation for your leadership I 
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introducing legislation concerning precautionary labeling which 
will adequi ately “protect the public while recognizing effective ‘industry 
ractices. 

The members of our association and the chemical industry in gen- 
eral have voluntarily followed the principles set out in our warning 
Jabels manual for the precautionary labeling of industrial chemicals. 
In addition, most chemical companies have active safety programs 
and instruct their workers in the safe use of hazardous chemicals. 
For a number of years our association has sponsored a safety pro- 
gram among our own members and has published and widely dis- 
tributed some 76 safety data sheets on the safe use of hazardous 
chemicals. 

We know that suggestions have been made to expand the scope of 
the proposed legisla ation to cover products in addition to those in 
packages suitable or intended for household use. We believe that such 
an extension is unwise, since the additional products which would be 
covered would be those classified as commercial or dustrial. 

The precautionary labeling of commercial and industrial products 
directly involves the employer- -employee relationship which tradi- 
tionally has been a matter left by the Federal Government to the 
States. To carry out such responsibilities, most States have estab- 
lished specific departments or agencies. As a matter of fact, several 
States, including highly industrialized ones, have adopted pre- 

‘autionary labeling regul: itions for hazardous chemicals used by em- 
ployees in places of f employ ment. These States are California, Hawaii, 
Illinois, New Jersey, New York, and Oregon. 

In addition, practically every one of the 50 States has legislation 
on the books whieh would enable it to adopt precautionary ‘labeling 
regulations with very little difficulty as the need arises. 

‘We believe that to inject the Food and Drug Administration, at the 
Federal level, into conditions of employment ‘throughout the country 
would create many more problems than it would solve. For example, 
extending such a law as this into the field of employment conditions 
would undoubtedly have important implications concerning work- 
men’s compensation laws and the State agencies already administer- 
ing safety standards for employees. 

Another matter which I should like to comment on is a suggested 
change in H.R. 5260 as it was drafted. Section 2(p)(1)(C), as now 
recommended by the Senate committee and by Dr. Klarmann, would 
require the signal word “Danger” on substances which are extremely 
flammable, corrosive, or highly toxic. H.R. 5260 as drafted, also 

uires “Danger” on produc ts meeting certain toxicological tests. 

Ve endorse the suggested amendment to delete the toxicological 
tests for determination of the use of the signal word “Danger.” The 
kar, of the signal word is to call attention to the precautionary 
abeling and for that purpose elaborate testing requirements would 
appear to be unnecessary and unduly burdensome. 

I would like to emphasize, however, that we strongly endorse the 
use of animal tests to determine which products should be labeled 
“Poison.” Such tests have been retained i in the Senate bill as amended. 

I would also like to refer briefly to section 11 as it would be amended 
by the proposals of Dr. Klarmann. The Food and Drug Administra- 
tion has stated that they believe broad powers of factory i inspection 
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are necessary so that they may effectively enforce the legislation, We 
certainly understand the FDA position, since there may be some ip. 
stances where such a broad authority might be necessary in order to 
secure the required information from manufacturers or formulators 
of hazardous substances. 

However, we believe that in most. instances, FDA will be able to 
secure the. necessary information from inspection of the finished 
hazardous substance. It would thus appear to be an exceptional vase 
where FDA would feel it necessary to use the power of factory in. 
spection as it applies to unfinished hazardous substances. 

I would like to conclude this statement of the Manufacturing Chem. 
ists’ Association by urging that your committee give prompt “and fa- 
vorable consideration to H.R. 5260 with the amendments suggested, 
This is legislation which will be of definite benefit to the public and 
which will not only inform the public of the hazards involved in the 
use of hazardous household products but will be of aid to a physician 
called upon to treat accidental injuries. 

Also, this legislation will go far toward assuring desirable uni- 
formity. A pattern will be established at the Federal level which will 
be extremely useful to the States in their wise handling of this prob- 
lem. This, in turn, will aid the chemical industry in the orderly 
marketing of our products. 

Thank you very much. Dr. Osterritter or I will be glad to under- 
take to answer any questions which the committee may have. 

Mr. Roserts. Thank you, Mr. French. 

Why do you take the position that factory inspection in this case 
would not be the best procedure? You say you think FDA could 
satisfactorily handle the necessary inspection by looking at the fin- 
ished hazardous product. I am not too familiar with the procedure, 
but it seems to me that they could minimize their work considerably 
so far as personnel is concerned by checking these matters at the 
sources instead of waiting until it gets into the packaged product, so 
to speak. 

Mr. Frencn. As I understand this problem, I think we are thinking 
of the finished product in the sense that it may be a formulation, a 
mixture of several ingredients, some of which may be hazardous, and 
that the information required about these hazardous ingredients, in 
general, can be obtained by discussing with the manufacturer of these 
finished products. 

However, there may be cases where the desired cooperation is not 
obtained, and to go back then to the manufacturer of the raw material 
hazardous substance, as it were, to give the Food and Drug the in- 
formation they would need. This to be only as required only if the 
formulators of the finished products were not cooperative. 

That is my understanding of the need for this factory inspection 
that the Food and Drug Administration would like to have. 

Mr. Roserts. Of course, I think there has to be some degree of 
good faith between Government and industry all along the line, and 
if they started industry out on the right foot, it would really seem to 
me it would all run the same way for the industry and for the Gov- 
ernment, too, and there probably would not be any reinspection unless 
there was a complaint or they found out the particular manufactur- 
ing company did not live up to the desired method. 
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Mr. Frencn. I would like to make clear, Mr. Chairman, we are 
not opposing this request of the Food and Drug. 

Mr. Roverts. I understand. 

Mr. Frencu. We are merely explaining our idea of how we think 
it would work if they would use it to merely reiterate, from discussions 
which we have had from the Food and Drug. 

Mr. Rozerts. One other question, I suppose, should be addressed to 
Dr. Osterritter, and that would be this: Are there prescribed anti- 
dotes on the various products! How are they arrived at? Are they 

rescribed—I would assume so—by the medical profession ? 

Dr. Osrerritrer. Yes. But I am afraid, it is certainly my feeling, 
and I am afraid quite a few people feel the same way about it. The 
use of the word “antidote” is a misnomer. There are very few chem- 
ical substances that have an antidote, very, very few. 

Mr. Roserts. Well, whatever you tell people to do. 

Dr. OsTeRRITTER. You would give them first-aid procedures. 

Mr. Roserts. First-aid procedures. 

Dr. Osrerritrer. Such as induced vomitting, if you think that is 
necessary. 

Mr. Rozerts. That would be, of course, recommended by medical 

ractice ¢ 

Dr. Osrerrirrer. Yes, sir. 

Mr. Rozerts. Any questions, gentlemen ? 

Mr. Rogers. 

Mr. Rocers of Florida. I just wondered if you felt it was necessary 
to print a procedure on the highly toxic chemicals ? 

Dr. Osterritrer. Yes; I think 

Mr. Rocers of Florida. To follow, to induce first-aid procedure. 

Dr. Osrerrirrer. I think if you have nothing else, you should at 
least say, “Call a physician.” 

Mr. Rocers of Florida. Yes. But I mean where there is something 
that could be done. 

Dr. Osterritrer. I think you should put it on there; yes, sir. 

Mr. Rocers of Florida. It would be your feeling that that should 
be a requirement ? 

Dr. Osterritrer. Yes. 

Mr. Rocers of Florida. Or asubtitle? 

Dr. Osterrirrer. Yes; that you should have on there. 

Mr. Rocers of Florida. Set forth medical treatment there which 
would be simple to help overcome the taking of a poison. 

Dr. Osrerritter. Right. I think it should definitely be on there. 

Mr. Frencu. Mr. Rogers, I believe that is part of the bill. 

Mr. Rocers of Florida. Yes. 

Mr. Frencu. You will note “Label required where necessary,” and 
in general where things or when things are defined as highly toxic, 
the “poison” word is required and the suggested first-aid treatment. 

Mr. Rogers of Florida. Yes. 

Mr. Roperts. Anything further, gentlemen ? 

If not, thank you, gentlemen, very much. 

Our next witness will be Dr. Larrick of the Food and Drug Ad- 
ministration. 
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It is always a pleasure to welcome you, Mr. Commissioner, to oy 
meetings, and we are always grateful for your valuable contribution, 
and we certainly are glad to Saes you with us, and you may proceed 
as you desire. 


STATEMENT OF GEORGE P. LARRICK, COMMISSIONER, FOOD Ayp 
DRUG ADMINISTRATION, DEPARTMENT OF HEALTH, EDUCATIOy, 
AND WELFARE; ACCOMPANIED BY JOHN L. HARVEY, DEPUuUTy 
COMMISSIONER, AND WINTON B. RANKIN, ASSISTANT TO Coy. 
MISSIONER 


Mr. Larrick. Thank you very much, sir. I have always enjoyed 
appearing before this committee, and I will do so this morning. 

Mr. Roserts. Thank you. 

Mr. Larrick. My name is George P. Larrick. I am Commissioner 
of the Food and Drug Administration. 

The Food and Drug Administration and the Department of Health, 
Education, and Welfare, of which it is a part, believe that there js 
need for Federal legislation to require informative labeling on pack. 
ages of hazardous substances intended or suitable for household use, 

The Federal Caustic Poison Act of 1927 was passed to protect people 
in the home, and particularly babies, from a few « ‘austic materials 
that were then primarily responsible for home poisonings and related 
accidents. There is no doubt that the precautionary labeling required 
by that act has saved many lives. 

But there is wide agreement that that law has been outmoded by 
the rapid increase in the number of chemical compounds available for 
household use. It is not applicable to many poisons and other hazard- 
ous substances and devices that are being used in homes today in ever- 
increasing numbers. In fact, the “chemical age” has developed very 
largely since this problem of labeling was last dealt with by the Con- 
gress more than 30 years ago. 

The need for legislation requiring proper labeling of these materials 
is amply demonstrated. Behind the infant mortality statistics are 
many instances of accidental poisonings which could have been 
avoided had the parents been properly warned and had information 
for proper emergency treatment been readily available. 

For example, there is no Federal legislation requiring that furniture 
polish containing a petroleum product be labeled as hazardous if 
swallowed. I cite this because such a product was involved in a near 
fatal poisoning of a 1-year-old child in a case that came to the atten- 
tion of the U.S. Public Health Service’s National Clearinghouse for 
Poison Control Centers. When the child’s mother saw the child 
swallowing the polish, she innocently undertook a simple home treat- 
ment which is effective in m: ny instances but in this case was exactly 
wrong and nearly caused the child’s death. 

As in the case of furniture polish, there is no Federal labeling re- 
quirement that household dry-cleaning preparations be labeled as 
poisonous, although many of these preparations contain carbon tetra- 
chloride, a potent liver poison that has caused serious injury and 
death when used without adequate ventilation. 
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Such an accident happened in February 1959 when a 34-year-old 
child was seriously injured from inhaling carbon stnokiotne while 
his mother was cleaning a rug. 

Even when acc idental i injury occurs in a community that is ideally 
equipped to handle such cases, the present resources are not always 
adequate. When a 2-year-old ¢ hild swallowed a dishwasher det tergent, 
the Pied of the city’s poison control center was called almost immedi- 
ately. Moreover, he found the product listed in his poison reference 
guidebook. 

However, although the guidebook contained information on the 
identity of the harmful ingredient, the physician needed more infor- 
mation about treatment than he could obtain from the text. Probably 
the child’s life was saved only because the doctor knew about the PHS 
Clearinghouse and because the clearinghouse was able to phone more 
recent information to him, and promptly. 

A number of ordinary household materials, when swallowed, are 
poisonous and can cause death. Frequently—and often because par- 

ents are not aware of their danger—they are placed within easy reach 
of small children. ‘These include paint and paint thinners and re- 
movers, cleaning agents, furniture waxes and polishes, bleaches, de- 
tergents, lighter - fluids, and, of course, drugs, and sometimes cosmetics. 
The very color and design of attractive modern packaging can offer 
a special attraction to sm: all children and make the harmful substances 
the packages contain interesting—and often fatal—subjects for child- 
ish investigation. 

These are just a few examples of the types of household products 
whose labeling is not now regulated under the Federal law. These 
materials require better regulation to safeguard those in the home. 

The U.S. Public Health Service estimates that every year 600,000 
children swallow household aids left within their reach, and that about 
500 children die each year as a result of such accidents. 

In addition, many adults are injured or killed each year by house- 
hold substances that do not bear adequate warnings. 

The proposed legislation would supersede the Federal Caustic Poi- 
son Act. It would require appropriate labeling on packages of toxic, 
corrosive, flammable, and other hazardous substances which are in- 
tended for or are suitable for household use. 

We therefore strongly endorse the principle of the bill. 

As introduced, H.R. 5260 has in our opinion a number of flaws that 
require correction to mi: ah it a workable piece of legislation that will 
carry the full degree of consumer protection needed. I am pleased to 
report that through conferences with industry representatives it has 
been possible to correct all but one of these fl: a in a mutually satis- 
factory manner. The companion Senate bill, 1283, has just been 
ordered reportec d by the Senate Committee on foie rstate and Foreign 
Commerce as a clean bill with the agreed-to changes. 

We recommend the adoption of these changes by this committee. 
The more important changes are listed below, and are discussed in 
greater detail in the Department’s letter of August 12, 1959, to this 
committee : 

1. Provision is made for injunctions to restrain violations of the 
proposed act. 
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2. The penalty section of the law is amended so that the heavier 
penalties for second offense violations would apply also to first offenses 
committed witli intent to defraud or mislead, and the bill authorizes 
imprisonment for a first offense, as does the present Federal Caustic 
Poison Act. 

3. The basic definition of the term “hazardous substance” js clarj- 
fied— 

(a) To show plainly that injury or illness resulting from any rea- 
sonably foreseeable use or handling of the substance which iS acci- 
dental or otherwise unintentional, ‘such as ingestion by children, js 
intended to be included. 

(6) To show that the definition applies to a substance which could 

cause injury or illness during or as the proximate result of any cus. 
tomary or reasonably foresee: able handling or use. 

(ec) Additionally we recommend that “the committee report. show 
that the word “substantial” appearing before “personal injury or 
illness” means that cautionary labeling would not. be required to 
guard against wholly insignificant. or ‘negligible illness or injury, 
but is not intended to limit the requirement of cautionary labeling to 
cases where the illness or injury would be severe or serious. 

4. The Secretary of our Department is authorized to declare a 
substance to be hazardous by regulation upon the basis of finding that 
it meets the requirements of the bill’s basic definition of “haz: 1rdous 
substance.” 

This would promote the objectives of the bill by avoiding or re- 
solving uncertainties; but failure of the Secretary to take such ac- 
tion, of course, should not absolve anyone from the consequence of 
noncompliance with the labeling requirements of the bill with respect 
— a substance which is hazardous under the basic definition. 

The Secretary is authorized to exempt a substance from the label- 
ing + saionamnntn of this bill where adequate safety requirements have 
been established for it by or under some other Federal law. 

The word “inherent” in section 2(g) of the bill, defining the term 
“toxic” is eliminated, since it is unnecessary and perhaps confusing. 

Radioactive substanc es are separately treated and are to be con- 
sidered as “hazardous substances” only if the Secretary by regula- 
tion determines that the substance is sufficiently hazardous to require 
the labeling provisions in the bill to protect the public health. Addi- 
tionally, certain radioactive substances already adequately regulated 
by the Atomic Energy Act are excluded from coverage of the pro- 
posed bill in ace ordance with a recommendation of the Atomic E nergy 
Commission. 

8. The second sentence of section 2(k) (lines 12 through 15, page 
4 of the bill) is amended to read: 

Before designating any substance as a strong sensitizer, the Secretary, upon 
consideration of the frequency of occurrence and severity of the reaction, shall 
find that the substance has a significant potential for causing hypersensitivity. 

9. Section 2(1) is amended to authorize the Secretary to determine 
the flammability of solids as well as the fllammability of contents 

of self-pressurized containers by methods found generally applicable 
thereto and established by regulations; such regulations should, of 
course, establish criteria for distinguishing what is “flammable” and 
what is “extremely flammable.” 
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10. In lieu of the provisions of section 2(0) (2) of the bill relating 
to partial exemptions of substances presenting only minor hazards 
or packaged in small packages, the Secretary is authorized to exempt 
hazardous substances from the requirements of the bill to such ex- 
tent as he finds consistent with adequate protection of the public 
health, where he finds that, because of the size of the package or the 
minor hazard involved, or for other good or suflicient reasons, full 
compliance is impracticable or is not necessary for adequate protec- 
tion of the public health. 

On the other hand, the Secretary is authorized to establish such 
additional labeling requirements or require such variations in label- 
ing as may be necessary for the protection of the public health in 
view of the special hazard presented by a particular substance. 

11. The Secretary is authorized to conduct examinations, inspec- 
tions, and investigations for purposes of the bill. This inspection 
authority is essential to enable the Department to administer the pro- 
posed law successfully. Protection of trade secrets is guaranteed by 
a special provision like that contamed in section 301(}) of the Fed- 
eral Food, Drug, and Cosmetic Act. 

12. In view of the sizable task of preparing necessary implement- 
ing regulations, the Secretary is empowered to extend the 6-month 
deferred enforcement date of the bill for an additional period not ex- 
ceeding 18 months after the date of enactment. 

The one flaw on which we have been unable to reach complete agree- 
ment with the drug industry is one that. could leave gaps in the pro- 
tection the bill should afford in the case of foods, drugs, and cosmetics. 

The bill excludes from coverage foods, drugs, and cosmetics sub- 
ject to the Federal Food, Drug, and Cosmetic Act. On the other hand, 
the Federal Caustic Poison Act, which the bill would repeal, applies 
the labeling requirements of the caustic poison law to foods, drugs, 
and cosmetics. The virtue of the latter approach is to avoid any 
gaps in protection. 

For example, except. with respect to drugs and devices, we doubt 
that in general we could, under the Federal Food, Drug, and Cosmetic 
Act, require the necessary warning labels in the case of foods or cos- 
metics which, because of the way they are packaged or otherwise, are 
capable of causing injury if not carefully handled. 

This situation is to be distinguished from the outlawing of con- 
tainers under that act. where the container consists in whole or in part 
of a poisonous or deleterious substance which may render the con- 
tents injurious to health. 

Even with respect to drugs, the provisions of the act (sec. 502(f) ) 
on which we base our regulations as to certain incidental hazards, such 
as warning that aspirin should be kept out of the reach of children 
and our proposed labeling requirements in the case of drugs in self- 
pressurized containers, would benefit from being clarified and made 
more explicit. 

Some of the industries concerned objected to the deletion of the 
food, drug, and cosmetic exemption from the bill, on the grounds that 
consumer protection with respect to these articles should be dealt 
with in a single act, that is, the Federal Food, Drug, and Cosmetic 
Act; they believed that inclusion of these articles in a Federal Haz- 
ardous Substances Labeling Act would give a false impression to the 
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public as to the safety of these articles, and that the labeling require. 
ments of the bill are, largely, ill suited to any hazards involved jy 
these articles. 

Our basic concern is to close any gap in our authority to afforj 
needed consumer protection with respect to these articles at leas 
comparable to the protection which would be afforded by the bill foy 
substances which it does now cover. So long as this is done, we dp 
not insist on one approach over another. Hence, we drafted a title 
II, appropriately amending the Food, Drug, and Cosmetic Act, which 
would furnish the needed consumer protection, and discussed it with 
representatives of the affected industries. 

The proposal was submitted to this committee by our Department 
on October 5, 1959: the letter of transmittal carried as an enclosure 
a statement explaining why the Food, Drug, and Cosmetic Ae 
needed amending in this particular. 

The proposed amendment to section 403 would apply to food. Tt 
provides that such cautionary labeling as may be necessary would 
be required on foods packed in dispensers pressurized by gaseous 
propellants. The only person who questioned this amendment before 
the Senate committee has now indicated that he does not object to the 
lancuage, and we believe that it is acceptable to the food industries, 

The proposed amendment to section 602(f) would apply to cos. 
metics. It is patterned after a draft drawn by the Toilet Goods 
Association, and we understand it is acceptable to the association, 

The proposed amendment to section 502(f) would apply to drugs, 
It provides for adequate warnings on the labeling of drugs against 
a substantial and reasonably foreseeable risk of causing accidental 
injury, and for instructions for first aid treatment where necessary 
or appropriate, We discussed this amendment with certain repre- 
sentatives of the drug industry, and were advised that they objected 
especially to the requirement for instructions for first aid treatment; 
they maintained that without that phrase, the law if amended in the 
other respects proposed by us, would clearly cover the matter. 

We agreed to deletion of the reference to first aid warnings pro- 
vided the legislative history showed it was deleted as surplusage 
and that it is the intent of the committee that, whenever instructions 
for first aid treatment on a drug label in the event of accidental inges- 
tion or injury are necessary or appropriate, such instructions should 
be included. The drug industry representatives have advised us that 
even with this change they are not at liberty to concur in the pro- 
posed amendment. 

The purpose of the proposed amendment to section 502(f) of the 
Food, Drug, and Cosmetic Act is to resolve any uncertainty in the 
present law. The statement accompanying the Department’s letter 
of October 5, 1959, cites cases in which we have found it necessary 
to require warnings on drugs to safeguard users. In certain cases 
legal actions have been brought under the Federal Caustic Poison Act 
to require the warnings. 

In other cases, drug manufacturers have in general attempted to 
comply with policy statements issued under the Federal Food, Drug, 
and Cosmetic Act requiring warnings against mishandling of drugs; 
‘n the absence of court interpretations of these policy statements there 
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may be some question as to whether the act could, in fact, require the 
warnings. 

It would, in our opinion, be poor policy to create a loophole in the 
rotection available to the consumer by repealing the Federal Caustic 
on Act, as proposed in the bill, and fail to close the gap left in 
the drug field by such repeal. It is difficult to see how the manufac- 
turer of drugs that go into the home could reasonably object to sup- 
lying warnings against a substantial and reasonably foreseeable risk 
that the drug will cause accidental injury. 

We urge, therefore, that this committee give favorable considera- 
tion to the proposed title II (with modification, if desired, of the first- 
aid provision in the drug portion of the title under the conditions dis- 
cussed earlier). 

That concludes my statement, Mr. Chairman and gentlemen. 

Mr. Roserts. Thank you, Dr. Larrick. 

Mr. Commissioner, will you send up to the committee the amend- 
ments that you spoke of for revision of section 502(f) and also—I 
believe you mentioned one other section—602(f), 502(f) and you 
concluded by saying that you were proposing a new title LI. 

Mr. Larrick. That is right. That all is in title 11, those changes 
that you speak of are all included. 

Mr. Roperts. In the present draft of 5260? 

Mr. Larrick. Yes. This material was sent up with a letter of 
October 5 to the committee. 

Mr. Roperts. What are some of the examples of the gaps that 
would be created by the repeal of the Caustic Poison Act and its 
replacement by H.R. 5260 or the Senate bill? 

Mr. Larrick. In the administration of the Caustic Poison Act, we 
have had occasion to bring cases in the Federal Court against articles 
which are drugs. For example, one article, called Ung Nigrum, con- 
tained more than 5 percent of silver nitrate, and it failed to bear the 
name of the caustic substance, it failed to bear the word “poison,” it 
failed to give directions for treatment in case of accidental personal 
injury. And that case was concluded in the Federal court. 

There was a product called Camfo-Phenol, which was a liniment, 
and the allegation in the libel filed in the Federal court was that it 
was poisonous because it contained more than 5 percent of carbolic 
acid, did not have the word “poison” in proper type, had no directions 
for treatment in case of accidental injury. 

Then there was another drug called Wonder Salve. The charges 
there and the libel filed with the Federal court were that it contained 
5 percent or more of carbolic acid, failed to bear the common name 
of the caustic substance and the word “poison.” 

Then there was a One Minute Toothache Stick, and that product 
contained 23 percent of carbolic acid, but the label did not bear the 
word “poison” nor the directions for treatment in case of accidental 
personal injury, nor the common name of the caustic substance. 

Then there was an article known as Kohl’s All Soothing Ointment. 
Here again it contained more than 5 percent carbolic acid, and the 
label didn’t bear the precautionary statements required under the act. 

‘Another called Creole Toothache Paste fell into the pattern of the 
previous toothache stick that I mentioned. 
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There was a Dr. Jelen’s liquid hog medicine. That was charged jp 
be misbranded under the Caustic Poison Act because it containg 
more than 10 percent of lve and the label did not bear the word “poi, 
son” and didn’t bear legible directions for treatment in case of aeg. 
dental personal injury. 

These are all instances where we took to court actions. There Were 
many others where we worked out voluntarily with the manufge. 
turers labels for drugs which were caustic poisons under the statute, 

Mr. Roserts. I assume certainly that the Government succeeded jp 
those court actions. 

Mr. Larrick. Yes, sir, we succeded in all of them. 

Mr. Roserts. Dr. Larrick, I am sure that this has had the attentigy 
of the Food and Drug people, and I know I am not speaking of any. 
thing new, but I am wondering if some type of label can be extended 
to the use of plastic bags? 

Mr. Larrick. Plastic bags’ 

Mr. Roserts. Yes, sir. 

Mr. Larrick. Yes, it could be. Plastic bags that are in the natuye 
of laundry bags and articles of that sort are not normally the type of 
commodity that we work with, but I am sure that this Congress could 
do anything they wanted to along that line. I would like to think 
about it. 

Mr. Roserts. Is it considered a chemical substance / 

Mr. Larrick. It would not be a drug. It would not come under 
the Pure Food and Drug Law, and it would not come under this act, 
in my opinion. 

Mr. Rosertrs. It would not come under this act. 

Again I want to thank you for your statement. Are there any ques- 
tions, gentlemen ? 

Mr. Rogers of Florida. I notice, Mr. Commissioner, you said the 
industry was opposed te putting on the article a first aid remedy. 
Now, I understood in my question to representatives of the Manu- 
facturing Chemists’ Association that they have no objection. So 
evidently they have changed from my understanding. 

Did you hear that testimony / 

Mr. Larrick. Yes. My understanding is that Dr. Klarmann’s 
group, who do not make drugs, is not concerned with that question, 
and it is the people who are, who do make drugs that are concerned 
with it. Dr. Klarmann is here and can speak for himself, but I 
think he is neutral on this matter. 

Mr. Roeers of Florida. So the Chemists’ Association has no objec- 
tion ? 

Mr. Larrick. That is my understanding. 

Mr. Rogers of Florida. They do not make drugs at all ? 

Mr. Larrick. Some of them may make drugs on the side, but as 4 
chemical manufacturing association, they are not representing the 
drug trade. 

Mr. Rogers of Florida. It is only the drug industry that has the 
objection ? 

Mr. Larrick. Yes. 

Mr. Roeers of Florida. I see. I noticed, too, that in your testimony 
vou would give the right to the Secretary to make partial exemp- 
tions for substances, I believe on page 6. 
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Mr. Larrick. That is right. 

Mr. Rocers of Florida. For instance, for food, and so forth, how 
yould the Delaney amendment be administered in regard to this? 

Mr. Larrick. The Del: aney amendment would not be involved in 
this at all, Mr. Rogers. The Del: aney amendment stands squarely on 
itsown feet and this would not change it. 

Mr. Rocers of Florida. In other “words, if there were any carcino- 

nic substance, it would not apply, the labeling feature, at all? 

Mr. Larrick. First let me say this: The Delaney amendment ap- 
plies exclusively to foods. Now, only rarely would foods come under 
this statute. 

Mr. Rocers of Florida. I thought you wanted an amendment, may- 
le I misunderstood you, I thought vou wanted an amendment to 
apply to food. 

Mr. Larrick. We want an amendment to apply to food, but the 

type of problem that we have with food is that nowadays some foods 
are put up in containers that are very, very heavily pressured, and if 
a child takes that, heavily pressured material, for example, a can of 
glad dressing under heavy pressure, and puts it on the stove, it is 
liable to blow up and kill the child, but there is no problem of cancer 
inthis bill at all, as I see it. It would not change the Delaney amend- 
ment at all. 

Mr. Rogers of Florida. Yes, but I just wondered where you give, 
without specifying the authority of the Secretary, where you give him 
the right to ¢ hange, I believe, in your paragraph No. 10 now on page 
OT, that he can m: ake whatever ch: anges he wants there. It is rather a 
broad statement, I thought. Maybe it is necessary, but I wondered 
how it would apply to foods 4 

Mr. Larrick. Well now, in the case of food, vou would be dealing 
with section 403 of the present Federal Pure Food, Drug, and Cos- 
metic Act. Section 403 of the act would be amended by adding a new 
paragraph (1) reading: 

A food shall be deemed to be misbranded 

If it is in a dispenser pressurized by gaseous propellant unless it bears such 
cautionary labeling with respect to h: indling, storage, and use of such container 
asis necessary to prevent the causing of injury to the health of any user or other 
individual during or as the result of reasonably, foreseeable handling, storage, 
or use thereof intentionally or otherwise. 

Now, in granting these exemptions that you speak of, the Secretary 
would have to make a finding that full compli: ince with the labeling 
requirements of the bill is impracticable or is not necessary for the 
adequate protection of the public health and safety. He would have 
tomake a finding that it would still be safe to give them this exemp- 
tion and that would be the rule under which he would proceed. 

Mr. Rocers of Florida. I just wondered what you had in mind be- 
cause it said in small packages, and so forth. 

Mr. Larrick. Yes, if you were dealing with such a small amount 
of a chemical that it could not produce harmful effect, then it would 
he silly to require a label warning on a container holding a fraction 
of an ounce where the warning would really only be applicable if the 
container held a quart. 

Mr. Rogers of Florida. Yes; I can understand. But I was just 
wondering how you applied it to the Delaney amendment, you see, be- 
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cause maybe it is only two parts in a trillion, but under the Delaney 
amendment that might necessitate a labeling of “poison” or “danger? 

Mr. Larrick. No. If the article fell squarely within the Delaney 
amendment, it would be banned absolutely. It could not be used jp 
the food ; it would be outlawed. 

Mr. Rogers of Florida. So it could not even be packaged at all yp. 
der present interpretation ? 

Mr. Larrick. It could not be packaged at all. That is correct, 

Mr. Rogers of Florida. But you believe the Secretary should haye 
discretion and determine the level, not with the Delaney amendment! 

Mr. Larrick. No. No discretion with respect to cancer-producing 
substances, but he should have discretion with respect to other sub- 
stances. 

Mr. Rocers of Florida. But with the other ? 

Mr. Larrick. That is right. 

Mr. Rogers of Florida. These other features ? 

Mr. Larrick. I believe so; yes. 

Mr. Rogers of Florida. So your principle of determining levels jg 
outside of that particular field ? 

Mr. Larrick. Exactly. 

Mr. Rocers of Florida. Thank you. 

Mr. Larrick. Thank you, Mr. Rogers. 

Mr. O’Brren. I do not think this is a question, but it is more of an 
observation. Commissioner, it strikes me from listening to the testi- 
mony this morning, there has been an unusually high degree of coop- 
eration between your department and industry with the exception of 
this objection raised by the drug industry; is that correct ? 

Mr. Larrick. Yes. I think we are very fortunate that the indus- 
tries that we regulate, the food industry, the drug industry, the chen- 
ical industry, and the cosmetic industry, the great bulk of the people 
in those industries are very, very fine citizens, and I do not want, just 
because we do not agree in this detail with the drug industry, I do not 
want this to reflect on them. I think people are entitled to an opinion 
and to express it. 

But we have enjoyed very fine relationships with these industries 
and particularly with these who have been chosen to represent them 
here today. 

Mr. O’Brien. I can understand, and I can also understand the 
drug industry if they have objections, but it does strike me that in 
this particular legislation if it is amended as proposed to conform 
with the Senate bill, that it is generally acceptable not only to your 
department but to the industry which is affected. 

Mr. Larrick. That is quite right. We endorse the changes incor- 
porated in S. 1283 and additionally, as indicated in my prepared 
statement, we consider it necessary to have a title IT appropriately 
amending the Federal Food, Drug, and Cosmetic Act in order to avoid 
a serious gap in consumer protection. 

Mr. O’Brien. And that is something of a refreshing interlude in 
this business of lawmaking because in other bills when we have at- 
tempted to do something about the health and safety of the public, 
we have run into enormous difficulties with the industry, and that 
seems to be absent here and it has impressed me. 
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Mr. Larrick. I think this committee has educated both the industry 
and we bureaucrats that we had better get along and we two do that 
a great deal. 

Mr. Rocers of Florida. I would like to—Mr. Brock, excuse me. 

Mr. Brock. Mr. Commissioner, could you visualize a situation in 
a household substance wherein we might have incorporated into this 
household substance two chemicals, and could we then run into a 
situation where one antidote might be incompatible with the antidote 
of the other chemical substance, and what would we do if we ran into 
that situation ¢ 

Mr. Larrick. I would think that would be a possibility. But in 
one of those situations, we would go to the best informed medical 
guthorities and get their advice; that is what we have done since 1927 
with the Caustic Poison Act. And if some step needed to be taken 
because of the incompatibility of the two, that would be required to 
be stated on the label. 

Mr. Brock. Thank you. 

Mr. Roserts. Thank you. Mr. Commissioner, one other thing I 
would like for us to discuss is a very touchy and delicate situation. 
Ican understand the reluctance of any m: unufacturer about not want- 
ing anyone, whether it be authorized from the Government or some 
other group, coming into his plant and exposing his very valuable 
secrets and information that has taken him probably years to get, 
many years to keep. 

I would like for you to go into this matter of factory inspection 
just a little bit more in det: il. I noticed that you state you feel that 
it is very desirable in this particular case, and I might say I am 
inclined to believe at this point that you are right, subject to change— 
if I am convinced otherwise, but I would like for you to discuss that 
for just a moment. You discuss it briefly on page 7, and point 11 of 
your statement. 

Mr. Larrick. Yes, sir. I do not believe that there is much of a 
dispute or any dispute between industry and ourselves in regard to 
the factory inspection. 

But I should like to point out that the backbone of pure food and 
drug enforcement in this country is factory inspection, In taking on 
thisnew task of going into the field of furniture polish and auto waxes 
and all these things that we know nothing about now, except casu- 
ally (we have never had them under our control), I can visualize that 
wemight go to a factory and find that they make a lot of these differ- 
ent things. 

Well, the inspector is a man trained in chemistry, and he can go 
through that factory and by seeing what they are using or learning 
from them what they put in it, he probably can automatically elimi- 
nate 90 percent of the things they make from consideration under this 
law. 

He will do in a day what it would take the chemist 6 weeks to do in 
the laboratory. If the chemist has to take a lot of unknowns into the 
laboratory and start analyzing them, why, the job would be intermi- 
nable. 

Now, on the other hand, when the inspector has been in the factory 
and talked to the proprietor about his product, most firms would 
get in touch with headquarters and probably come in and see us and 
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as a result of that factory visit we would get a very, very high per. 
centage of compliance with this law with no nece ssity to take any legal 
actions. 

There are circumstances where literally it would take a chemist 
6 months to learn the composition of a complex unknown that. the 
inspection could determine in just a few minutes. 

I should point out that this law has a safeguard in it. It provides 
that it is a criminal offense for any employee of our department to 
reveal a trade secret other than to the courts or in the proper ad- 
ministration of the statute. I can say to vou that a similar provision 
is in the law that you gentlemen got through the C ongress In 1938 
as the Federal Food, Drug, and Cosmetic Act, and I am unaware of 
any instance where the information, the trade secrets, have been im- 
properly used. 

Mr. Roserrs. I think that answers my question. 

Mr. Rogers. 

Mr. Rocers of Florida. I have just one more. 

Where is your clearinghouse for poison control centered ¢ 

Mr. Larrick. I think there is a representative of one of them here, 
I should say that the clearinghouses are not part of the Food and Drug 

\dministration. They are set up cooperatively with the U.S. Public 
Health Service which, of course, is in the same department with us 
and with whom we work very closely indeed, and the U.S. Public 
Health Service has a central clearinghouse here in town. TI am not 
familiar with it. 

Mr. Roeers of Florida. I just wondered what publicity they give 
to making their telephone known, and so forth. Is it distributed 
through the medical profession? Ido not know what you know about 
It. 

Mr. Larrick. I do know they have done a perfectly marvelous job 
of letting the medical profession know where they can get this data, 
I think there will be a representative here to testify and perhaps I 
should let him testify. 

Mr. Rogers of Florida. That is all. 

Mr. Roserts. Thank you. Anything else / 

Our next witness is our colleague from Missouri, the Honorable 
Thomas B. Curtis. Mr. Curtis, we will be glad to hear you at this 
time. 


STATEMENT OF HON. THOMAS B. CURTIS, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF MISSOURI 


Mr. Curtis. Mr. Chairman I appreciate the op yportunity to address 
the committee briefly on the chairman’s bill H.R. 5260 to regulate the 
labeling of hazardous substances intended for household use. I have 
been interested in this subject for several years, and I am extremely 
pleased that the chairman has prepared and presented an excellent bill 
which I hope will be enacted without delay. 

Sometime after the chairman introduced H.R. 5260 and as a result 
of some work with the American Medical Association, I introduced 
H.R. 7352. There are some differences in these two bills but after 
study I am satisfied that H.R. 5260 is an excellent bill and should be 
approved by the committee. I do commend for further study the 
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increased scope of H.R. 7352 and possibly other provisions of this 
pill which may differ from H.R. 5260. 

Iam advised that the Senate Committee on Interstate and Foreign 
Commerce following a hearing on S. 1283 reported an amended bill 
which has the support of the Food and Drug Administration of the 
Department of Health, Education, and Welfare and all of the indus- 
try groups whose members will be subject to regulation under this 
pill. I also understand that the Food and Drug Administration has 
and will request amendments to the Food, Drug and Cosmetic Act 
which do not appear in either of the pending bills. I make no com- 
ment on these amendments at this time but urge that a bipartisan 
eflort be made toward the enactment of the chairman’s bill with 
amendments similar to those approved by the Senate committee. 
With the Senate amendments, passage of the bill at this session of 
Congress would appear likely. I assure the chairman of my support 
for his bill and assure him further that I will support the bill on the 
floor of the House. 

Again I commend the chairman for this fine legislation which 
should greatly assist the efforts of the Public Health Service, the 
physicians, manufacturers, and everyone concerned with the reduc- 
tion in injuries and illness resulting from the use of chemical products 
in the household. 

At the time I introduced my bill, H.R. 7352, I made the following 
statement : 


I have long been interested in legislation for the labeling of hazardous sub- 
stances. Consequently I have noted with interest the history of Federal legis- 
lation and the activities of Dr. Chevalier Jackson and the American Medical 
Association in spearheading the Caustic Poisons Act of 1927. Since that time, 
however, many new compounds for household, commercial, and industrial use 
have been introduced which are outside the scope of the foregoing measures. 
Presently, there is no broad law which requires the precautionary labeling of 
hazardous substances at the national level. 

An attempt to correct this situation was undertaken by the Committee on 
Toxicology of the American Medical Association. A fair and reasonable model 
bill has been drafted by this group which reflects current knowledge of haz- 
ardous chemicals and the conditions under which they are employed. One of 
the fundamental problems in reducing poisoning is the lack of identification 
of hazardous ingredients and precautionary labeling on the wide variety of small 
packaged chemical items in general use and the influence of this lack of identi- 
fication on their careless and improper handling and storage. The AMA’s meas- 
ure is intended to help reduce careless and ignorant handling and storage of 
hazardous chemicals in areas where control of exposure to these chemicals is 
not as efficient as in the manufacturing process. By requiring statements of 
harmful ingredients on labels, the bill will also aid physicians in the diagnosis 
and treatment of poisoning. Another intent of the bill is to apply the same 
labeling standards to chemicals for export to foreign countries as those for 
domestic consumption, thereby obviating the recurring complaint that less than 
standard products are sold to foreign purchasers. It is suggested that con- 
sideration be given to the use of warning symbols on labels to facilitate recog- 
nition of more dangerous products. 

This measure has been under study for several years. During that time, a 
number of conferences were held with industry, Government, public health, and 
consumer groups at which discussions on the bill were encouraged in an effort 
to obtain agreement. These discussions resulted in a measure which received 
the favorable consideration of over 60 national organizations including organized 
labor as well as the cooperative review by the affected chemical trade associa- 
tions. 

I believe there is merit in a’ Federal law which encourages uniformity in 
labeling and which is sufficiently broad as to be applicable to those hazardous 
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substances which are not now so regulated. Therefore, I submit the Uniforn 
Hazardous Substances Act for your consideration, and I am hopeful of its Passage 
this session. 

Mr. Roserrs. Thank you for your appearance and testimony, Mp. 
Curtis. 

Mr. Curtis. Thank you, Mr. Chairman. 

Mr. Roperts. Our next witness is Mr. Walter H. Johnson, staf 
engineer, Liquefied Petroleum Gas Association, Inc., 11 South 
La Salle Street, Chicago, I]. 

You may proceed, Mr. Johnson. 


STATEMENT OF WALTER H. JOHNSON, STAFF ENGINEER, 
LIQUEFIED PETROLEUM GAS ASSOCIATION, INC. 


Mr. Jonnson. Thank you. 

My name is Walter H. Johnson. I am staff engineer of the Lique- 
fied Petroleum Gas Association, Inc., and am appearing on HR, 
5260 on behalf of the members of that association. We are in agree. 
ment with the general objectives sought by this legislation but are 
required to oppose the enactment of the bill in its present language 
because the bill’s scope and all-inclusive definitions cover liquefied 
petroleum gas or LP gas. We believe this is both unintended and 
unnecessary. 

We, accordingly, are suggesting amendment to eliminate liquefied 
petroleum gas coverage. In support of this suggestion I submit the 
following infor mation. 

The Liquefied Petroleum Gas Association is the nonprofit national 

trade association of the LP-gas industry, representing approximately 
3,200 members throughout the U nited States. This includes pro- 
ducers, distributors, and dealers of LP gas and the manufacturers of 
equipment and appliances employed in connection with this product. 
Our membership represents over 80 percent of the volume of business 
done by the industry. One of our major activities is the development 
of safety standards for the industry that ultimately become part of 
safety law or regulation. I serve as secretary of the association com- 
mittees that study and prepare these standards. 
LP gas is commonly referred to as “propane,” “butane” or “bottled 
gas.” It is a fuel used principally for household cooking, central, 
space, and water heating, and refrigeration. It also has many agri- 
cultural uses and in these uses many times shares common storage 
with the farm home use. LP gas is stored outside the dwelling and is 
used within the dwelling through a piped gas system similar toa 
natural gas or “utility” gas system supplying a household. The ap- 
pliances ‘used are the same with some minor burner adjustment. LP 
gas is stored in pressure vessels that are constructed in accordance 
with ICC regulations or the unfired pressure vessel code of the Ameri- 
can Society of Mechanical Engineers. 

The ICC-approved vessels are the only containers that may move 
in interstate commerce. The fuel—LP gas—may be delivered to the 
household “prepackaged” in a portable ICC container that is filled 
at the dealer’s bulk plant, or a larger stationary tank may be filled on 
the premises from a tank truck. 
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Qur comments and suggested amendment relate to and cover fuel 
supply as above described and do not affect the coverage of H.R. 5260 
on small containers of LP gas that might be used inside the dwelling, 
guch as a hand torch. The present too-inclusive language used in 
HR. 5260 in defining “hazardous substances intended or suitable for 
household use” could cover a fuel such as LP gas. LP gas, as a fuel, 
comes Within present bill definitions of “flammable,” it is intended and 
suitable for household use, and could constitute a “misbranded pack- 
age” when transported in the portable ICC container. From our con- 
yersations with proponents of this type of legislation, we understand 
that this bill was not intended to cover a common fuel used in a house- 
hold cooking, heating, or refrigeration system. 

In view of the apparent intent of hazardous substances labeling 
legislation, I will not take committee time with a detailed discussion 
of the lack of necessity for such a requirement on liquefied petroleum 
gas. However, it may be advisable to briefly state the major points. 

LP-gas containers in interstate commerce are subject to regulation 
by the Interstate Commerce Commission. These regulations set up 
detailed-construction requirements. Adequate precautionary tagging 
is required for shipment. ‘The bill requirements in this area would 
create a duplication in labeling requirements and are not considered 
appropriate for use on LP-gas containers. This product is sold for 
use as a fuel, stored outside the dwelling, and used in a fuel system. 

At the use stage, the customer is completely aware of the fact that 
the product will burn. The container construction, the equipment, 
and the method and location of installation preclude mishandling. 
This lack of necessity for a labeling requirement is further demon- 
strated by the fact that some 43 States now have safety law or regu- 
lation covering the transportation, handling, and installation of lique- 
fied petroleum gas and liquefied petroleum gas systems. ‘These laws 
or regulations do not require labeling of containers installed at the 
household. 

Again, the safety standards of the National Fire Protection Associ- 
ation and the National Board of Fire Underwriters, which consti- 
tute the basis for State law and regulation, do not suggest or require 
labeling. This circumstance is a reflection of satisfactory industry 
experience. As part of our safety work, we collect and evaluate acci- 
dent information and statistics on the LP-gas industry. We have 
never encountered an accident or injury that would be attributable to 
lack of labeling of LP-gas containers as proposed by hazardous sub- 
stances labeling legislation. 

In prior discussions with the proponents of this legislation, we have 
been advised that it is not the intent to cover a fuel such as liquefied 
petroleum gas. 

We also are informed that S. 1283, the Senate counterpart of H.R. 
5260, as recommended by the Senate Committee on Interstate and 
Foreign Commerce, now contains language that would exempt lique- 
fied petroleum gas systems. It is our recommendation that compara- 
ble language be placed in H.R. 5260. 

We therefore recommend the amendment of H.R. 5260 by addition 
of the following sentence to section 2(f), to read as follows: 
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The term “hazardous substance” shall not include substances stored ang 
intended for use as fuel in heating, cooking, or refrigeration system. 

Thank you, Mr. Chairman. 

Mr. Rosertrs. Thank you, Mr. Johnson. I appreciate your state. 
ment. I think you probably are correct in saying it is not the inteng 
of this legislation to cover liquefied petroleum gas. I think tha 
would be the attitude of the committee 

Mr. Rogers. 

Mr. Rogers of Florida. Mr. Chairman, I think you stated our fee). 
ings correctly. However, I just wonder if your amendment might be 
definitized a little bit more by stating “where such items are regu- 
lated by the ICC or State law,” perhaps something like that. I think 
it would have to be ICC, probably. 

Mr. Jonnson. Yes. 

Mr. Rogers of Florida. Where your containers, the requirement for 
your container regulation, are as set forth by ICC. 

Mr. Jounson. That is right; there would be no objection as I would 
see it. 

Mr. Rogers of Florida. You would have no objection to definitizing 
that ? 

Mr. Jounson. No, sir. 

Mr. O’Brien. Your position is that anyone in the household who 
would read a label or could read the label is fully aware of any dangers 
that.might lie in this particular gas? 

Mr. Jonson. That is correct. We have no objection to the pres. 
surized container such as an aerosol type where LP gas is used in that, 

Mr. O’Brien. But they would not buy it unless it was not flammable, 

Mr. Jounson. That is right. 

Mr. O’Brien. Thank you. 

Mr. Roperts. Thank you. 

Our next witness—— 

Mr. Jounson. Thank you. 

Mr. Roperts. Our next witness is Dr. O. B. Hunter, Jr., who will 
appear representing the American Medical Association. 

Dr. Hunter, will you come around. 


STATEMENT OF 0. BENWOOD HUNTER, JR., M.D., ON BEHALF OF 
THE AMERICAN MEDICAL ASSOCIATION; ACCOMPANIED BY 
BERNARD E. CONLEY, SECRETARY, COMMITTEE ON TOXICOLOGY, 
AMA; AND R. M. DONELAN, LEGISLATIVE ATTORNEY, AMA 


Dr. Hunter. Thank you, Mr. Roberts. 

Mr. Roserts. Will you identify the gentlemen with you. 

Dr. Hunter. Yes, sir. 

On my left here is Dr. Bernard E. Conley of the AMA Committee 
on Toxicology and on my right here is our legislative or legal assistant, 
Mr. Donelan. 

Mr. Roprerts. Good to have you, sir. 

Dr. Hunter. Mr. Chairman and members of the subcommittee, I 
am Dr. Oscar Benwood Hunter, Jr., of Washington, D.C., where I am 
engaged in the private practice of medicine as a pathologist. I am 
here today as a representative of the American Medical Association 
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ip endorse the principles of H.R. 5260, a bill to require the labeling 
ofhazardous substances and to make suggestions for its improvement. 
[have already introduced the men accompanying me here. 

Uniform legislation to require precautionary labeling of all chemi- 
al products containing hazardous substances has been an objective 
of medical and health groups for nearly a century. Over 75 years 

the American Medical Association adopted a resolution urging 
Congress and the various State legislatures to enact legislation to 
uire lye to be sold as a poison and under a poison label. 

Later resolutions were adopted in 1910 and 1918 urging the proper 
labeling of caustic poisons. These actions culminated in the forma- 
tion by the association of a committee to obtain legislation regulating 
the sale of caustic products. 

In 1923 the House of Delegates of the American Medica] Associa- 
tion adopted a resolution which called attention to the fact that the 
domestic use of concentrated lye and other caustic alkalies and cor- 
sive substances was a recurring cause of death and distressing dis- 
ability among children. It recommended, in the interest of public 
health and safety, that the packaging, labeling, and distribution of 
such substances be regulated by law. The association’s committee 
thereafter prepared a model State law and a bill for introduction in 
Congress. The Federal law was enacted in 1927 and the model State 
law has been enacted in a number of States. 

Since that time many new compounds for household, commercial, 
and industrial use have been introduced which are not covered by the 
above-mentioned legislation. Presently, there is no broad law which 
requires the precautionary labeling of hazardous substances at the 
national level. Various attempts have been made in recent years to 
extend the scope of existing legislation to require precautionary label- 
ing of potentially harmful chemicals in commerce. 

The first of these attempts was the Bingham bill of 1932 which 
called for the labeling of certain chemical products, particularly those 
involving injurious vapors. This bill served to focus attention on the 
need for a sustained, dynamic program for the development of pre- 
cautionary labeling for hazardous chemicals. 

Several years ago, at one of the periodic meetings of the American 
Medical Association’s Committee on Toxicology, of which Dr. Conley 
is the secretary, with various chemical industry groups, a recommen- 
dation was made that the AMA consider the development of model 
legislation to require precautionary labeling of household and indus- 
trial cheinicals not so regulated. The committee was subsequently 
authorized to undertake this task and has spent 2 years surveying 
existing legislation, reviewing various labeling schemes proposed in 
this country and abroad, and consulting numerous associations and 
qualified authorities. 

This study revealed the need for— 

(1) A broad and encompassing label Jaw as a weapon in any 
successful attack on accidental poisoning from harmful chemicals. 
Lack of information about hazardous ingredients in cases of 
poisonings have enhanced their gravity by complicating or delay- 
ing treatment of these cases. 

(2) Directing such a law toward the reduction in careless han- 
dling and storage of potentially harmful products which are 
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found in and around the house, in small business, and in othe 
areas W here the control of exposure to chemicals is not as guarded 
as in the manufacturing process. The law should require jp. 
formative labeling, which would include a list of hazardous jp. 
gredients, their potentialities for harm, directions for safe ugg, 
and first-aid instructions. 

(3) Label warnings based on the anticipated degree of danger 
and the use of words and symbols that facilitate recognition, 
In practice, however, few persons are sufficiently interested or 
informed to analyze the precise shades of meaning given to the 
signal words such as “danger,” “warning,” or “caution,” and 
thereby act. accordingly. 

Therefore, consider ation should also be given to the use of 
familiar warning symbols such as a flame “for flammable sub- 
stances or a skull and crossbones for very poisonous substances 
because they are readily recognized and me aningful even tothe 
illiterate. The use of carefully chosen symbols in conjunction 
with the signal word eneee? for substances presenting: the 
greatest hazard would facilitate recognition and bridge the lan- 
guage barrier. 

(4) Similar labeling standards for chemicals for export to for- 
eign countries, thereby obviating the recurring complaint that 
less-than-standard products are sold to foreign purchasers, 

As a result of the study, model legislation, quite similar in terms, 
objectives, and method of approach to H.R. 5260 and 8. 1283, its com- 
panion bill in the Senate, was drafted. The association therefore 
endorses these bills in principle. 

While we believe they are a step in the right direction, we believe 
that, to provide adequate protection for the user of such products in 
the home or at work, the legislation must be amended to— 

(1) Include packaged chemicals “for nonmanufacturing pur. 
poses.” 

(2) Require use of warning symbols on containers of extremely 
dangerous substances. 

(3) Apply to hazardous substances being exported. 

I would like to outline the association’s views on each of the above 
recommendations. 

Section 2(0) of H.R. 5260, which defines a “misbranded package,” 
should be amended to apply to all hazardous substances “distributed 
as packaged chemicals for nonmanufacturing purposes” rather than 
simply those “intended or suitable for household use.” 

The need for appropriate labeling of these products for household 
use has been amply demonstrated. I will therefore confine myself 
to the need for such protection for those engaged in nonmanufactw- 
ing oce upat ions. 

By using the term “nonmanufacturing,” I mean those occupations 
where raw chemicals are not used as an ingredient of the product 
Two-thirds of our 4.5 million business enterprises are either retail 
trade establishments, such as grocery stores, filling stations, restav- 
rants, and so forth, or are service establishments, such as _ hotels, 
laundries, and drycleaners. These firms employ a major portion of 
the labor force and provide the least organized medium for maintain- 
ing the workers’ safety. 
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Large chemical plants are among the safest places to work because 
of enforced safety rules. Plant'safety directors continually empha- 
size the danger of poisoning and other hazards. In the chemical 
industry, a ¢: areless employee is an unprofitable one and, therefore, is 
liable to be discharged. 

On the other hand, i in a small business a careless employee is merely 
a potential accident statistic and is removed only through ignorance 
of the hazard and personal negligence. A janitor is not going to 
be fired when he uses an unlabeled cleaning solvent in an unventilated 
area. He may, however, suffer serious damage to his kidneys. 

While the incidence of occupational injury attributable to chemical 
products is difficult to determine because only a few States keep rec- 
ords on the source of compensable work injuries, an indication of the 
extent. of the problem can be obtained from the Occupational Disease 
Report published annually by the California Department. of Public 
Health. ‘These statistics are based on the “doctor’s first report of 
work injury” derived from 80 percent of the working population that. 
issubject to the California Workmen’s Compensation 1 Act. 

The California Occupational Disease Report for 1957 discloses 
18,819 reports of injury. Of these injuries 39.8 percent were at- 
tributable to chemicals. Over half (53 percent) of the injuries from 
chemicals occurred in manufacturing establishments which ranged 
from the making of confectioneries to the building of aircraft. Re- 
tail and service organizations accounted for 20 percent of such in- 
juries; and agric ‘ultural, construction, and governmental occupations, 
approxim: itely 7 7 percent. 

Dermatitis’ was the most common, accounting for 80 percent of the 
injuries. Systemic poisoning and lung injuries (chemical bronchitis 
and pneumonitis) accounted for 12 and 4 percent, respectively. 

In terms of time loss from work, a fairly equal distribution pre- 
vailed among the three types of reactions. 

While no information is available as to the number of injuries as- 
sociated with unlabeled or poorly labeled chemical products, our con- 
cern is based on the belief that warning statements of the hazardous 
ingredients are needed just as much by workers who do not have the 
benefit of safety programs as they are in the home. 

To limit the scope of new legisl: ation to the phrase “suitable for 
household use” would be to maintain the same inherent weakness 
which brought. criticism of the Federal Caustie Poisons Act. The 
restrictive scope and language of this statute is the basis for the dis- 
satisfaction with it. To continue these restrictions under the guise 
of new and improved legislation is hardly a step forward and cer- 
tainly will not meet the “compelling need for better control of haz- 
ardous substances. 

Section 2(0) should also be amended to include appropriate safety 
warning symbols, such as the skull and crossbones, for various types 
of hazards associated with the more d: ingerous products. 

In this connection, I should like to invite the subcommittee’s atten- 
tion to the warning symbols adopted by the International Labor Or- 
ganization and the United Nations. ‘Simple and striking designs 
identify the following types of hazards: 
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A skull and crossbones for poisons and dangerously toxic materials: 
a flame for flammable substances; an exploding article for explosive 
substances; and a corroded hand for corrosive substances. 

Some of these symbols, Mr. Chairman, are in this AMA booklet 
which you probably have already received. 

Consideration might be given to the use of background colors oy 
warning labels to identify ‘products which testing has shown can be 
used with reasonable safety, with some caution, or with great care 
because of dangerous ingredients. Green, yellow, and red are com- 
monly identified with safety, caution, or danger and could be used as 
safety semaphores. 

Surveys have shown that warning statements, as such, have little 
personal appeal. Apathy to printed warnings may be overcome with 
pictorial symbols and a safety semaphore utilizing familiar colors, 

The proviso in section 5 should be modified in such a manner as to 
require the same kind of labeling for packaged chemicals intended for 
export. In addition to protecting the ultimate consumer, such label- 
ing is necessary to protect the American worker who may come in con- 
tact with the product in transit, the longshoremen who loads it on the 
boat, and the seaman who transports it. 

Section 5, as now written, would exempt such a product from the 
labeling requirements if it is labeled in accordance with the laws of 
the fore eign country. It is our understanding that many countries do 
not have labeling laws. Even if the product is going to a country 
which has such laws, the American workers I have just mentioned 
would not be aware of the possible danger involved as a result of 
their inability to understand the foreign language. This problem 
could be mitigated by the use of the warning sy mbols and safety sema- 
phores to which I have already alluded. 

Finally, Mr. Chairman, the use of similar labeling standards for 
packaged chemicals for export would obviate the recurring complaint 
that less-than-standard products are sold to foreign purchasers. 

In closing, I would like to comment on a suggestion made to the 
Senate committee with reference to the toxicological tests required by 
the bill. One industry spokesman advocated their omission in deter- 
mining the necessity for the signal word “danger” and recommended 
that the term be applied only to very toxic substances which would 
also be labeled “poison.” The reasons given for this proposed modifi- 

eation are that the present provisions would require “an enormous 
amount of laboratory work” and, in the words of a subsequent wit- 
ness, “would tax laboratory facilities * * *.” 

We in the American Medical Association do not believe that these 
recommendations are sound. Objection to toxicity standards, because 
they overtax testing facilities, is a recurring but unfounded fear. 
This fear has been expressed during the consideration of every legis- 
lative improvement in the regulation of chemicals from the Federal 
Caustic Poisons Act of 1927 to the current legislative debate over the 
regulations of chemical additives to foods. 

‘Admittedly, the provisions of H.R. 5260 would require more toxicity 
testing than has heretofore been undertaken for these products. How- 
ever, improved protection for consumers against bodily injury necessi- 

tates and justifies the additional work. In addition, experience with 
older laws indicates that the economics of the problem will insure 
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facilities and personnel to meet the demand. We strongly recommend 
maintaining the toxicity standards for “danger” set forth in H.R. 
5960; furthermore, we recommend serious consideration be given to 
expanding the toxicity standards. 

n behalf of the American Medical Association, I want to thank 
the subcommittee for the opportunity to present its views on this 
legislation. If there are any questions, Dr. Conley, Mr. Donelan and 
[ will be happy to try to answer them. 

Mr. Roserts. First of all, 1 want to thank you for a very fine state- 
ment. I certainly wish we had more time, we are running pretty close 
to the end of the hearing, and the beginning of the House session to- 
day, and we probably have a good many more questions. But I do 
want to commend you for your statement. I think you certainly raise 
some interesting questions. 

Dr. Hunter. Mr. Roberts, if there are questions that the commit- 
tee would like to have later we would be happy to send you answers 
in writing for anything that you might require. 

Mr. Roserts. I am going to pass here and see if any of the other 
members of the subcommittee would like to ask questions. 

Mr. O’Brien. I would like to ask one. Doctor, I understand you 
approve as to the principle of the bill. You are objecting that it does 
not go far enough and while we are amending this law, we should do 
a great many other things ? 

r. Hunter. That is correct, Mr. O’Brien. 

Mr. O’Brien. You were asking that this be extended to packaged 
chemicals for nonmanufacturing purposes. Is it not true in many of 
these retail stores now, they use the same articles which are now suit- 
able for household use ? 

Dr. Hunvrer. Yes, sir, and there are other chemicals which are not 
used ordinarily for household use and are of somewhat larger bulk, 
as a matter of fact, and some of these are not labeled for household 
useand are not labeled as to dangerous qualities. 

Mr. O’Brien. I understand that. But in those instances, there are 
States which have regulations covering that, are there not? 

Dr. Hunter. But this is not a uniform thing, and this is where we 
feel that the Federal Government does have an opportunity to really 
do some good. 

Mr, O’Brien. I understand that, Doctor. I was not trying to make 
the problem disappear, but trying to get the answer to the question, 

Dr. Hunter. Yes, sir. 

Mr. O’Brien. Thank you very much. That is all. 

Mr. Rogers of Florida. I just want to commend you, Doctor, on the 
statement, too, and I think your suggestion on the labeling of signs 
would be most helpful. 

Dr. Hunter. Yes, sir. This booklet we prepared may be of some 
help to you. I think that this is a lot of work which has gone into 
this, and Dr. Conley is really the moving force behind this, he is 
the secretary of the Toxicology Committee, and I think that it will 
be of some help to you. 

Mr. Rocers of Florida. I appreciate it. Thank you very much. 

Dr. Hunter. Thank you very much, Mr. Chairman, we appreciate 
the opportunity of being here. 
Mr. Roserrs. Thank you, sir. 
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The next witness is Dr. W. F. Von Oettingen, who is in charge of 
the Suburban Hospital Poison Control Center, Bethesda, Md. 

I have one or two other witnesses listed; Mr. James F. Hoge, gep. 
eral counsel, Proprietary Association, is he here? 

Mr. Hoge. Yes, Mr. Chairman. 

Mr. Roperts. Mr. Hoge, would you mind filing your statement fop 
the record of the committee. I doubt seriously if we can get permis. 
sion to sit thisafternoon. Iam going to try to. 

Mr. Hoe. Either way, Mr. Chairman. 

Mr. Roserrs. Well, suppose we do it this way. You be in touch 
with Mr. Williamson, the clerk of the committee, and if I can get 
time to sit, of course, we will be glad to hear you; if not, will yoy 
file it for the record ? ; 

Mr. Hoge. Thank you, sir. 

Mr. Roserrs. And also Mr. George T. Brown, who is the executiye 
secretary of the AFL Safety Committee. Mr. Brown, you heard my 
talk to Mr. Hoge. ! 

Mr. Brown. I did. 

Mr. Roserrs. And if I can get permission to sit, we will be glad 
to hear you; if not, will you file your statement with the clerk? 

Mr. Brown. Yes. 

(The statements of Mr. Hoge and Mr. Brown follow :) 


STATEMENT OF JAMES F.. HoGE ON BEHALF OF THE PROPRIETARY ASSOCIATION 


Mr. Chairman and members of the committee, my name is James F. Hoge, | 
am a practicing attorney at law, senior member of the firm of Rogers, Hoge & 
Hills, with offices at 41 East 42d Street, in the city of New York. My firm, since 
1934, has been general counsel for the Proprietary Association, which has its 
offices at 810 18th Street, NW., Washington, D.C. The membership of the 
association is made up of manufacturers, and others interested in the manufae- 
ture, of proprietary medicines—packaged medicines, put up in original con- 
tainers, fully labeled as to purposes of, and directions for, use, advertised direct 
to the public under trademarks and sold over the counter without prescription, 
There are in the association approximately 100 of these manufacturers. They 
are the active members, and they manufacture about 80 percent in volume of 
the proprietary medicines sold in this country. There are approximately 130 
associate members. They are advertising agencies, concerns which supply raw 
materials and machinery, packaging suppliers and companies which conduet 
laboratories. 

The governing body of the association, which acts for it between annual 
meetings, is the executive committee. This statement was authorized, in sub 
stance, by the executive committee at its meeting in Washington, D.C., on March 
2, 1960. 

The association supports and hereby endorses, without exception or reserva- 
tion, H.R. 5260, and the amendments thereto proposed by Dr. Emil G, Klarmann 
on behalf of the Chemical Specialities Manufacturers’ Association. Those 
amendments coincide with S. 1283 as amended and reported by the Senate Com- 
mittee on Interstate and Foreign Commerce on March 10, 1960. The association 
is acquainted with the study that has been given this subject over a period of 
years, which study is reflected in the bill as amended. The association and its 
members are aware of the need fer this legislation and they endorse this Dill 
as so amended, and hope that it will be quickly reported and enacted. 

The association does not approve certain amendments proposed by the Food 
and Drug Administration of the Department of Health, Education, and Welfare. 
Commissioner George P. Larrick, in his testimony before this committee, has 
requested amendment of the bill to include a title II. The proposal is designed 
to amend the Federal Food, Drug, and Cosmetic Act with respect to foods, drugs, 
and cosmetics. This association opposes the proposed amendment of that act 
with respect to drugs. The proposed amendment is directed to section 502(f) 
of the Federal Food, Drug, and Cosmetic Act. That is the so-called warning 
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section. It has been in the law since the statute was enacted in 1988 and, pur- 
suant to it, practically all drug products bear warning and cautionary state- 
ments. The FDA proposal is that the subsection of the Federal Food, Drug, 
and Cosmetic Act be amended by the insertion of the italicized matter here 
shown : 

“Spc, 502. A drug or device shall be deemed to be misbranded— 

“(f) Unless its labeling bears (1) adequate directions for use; and (2) such 
adequate warnings against use in those pathological conditions or by children 
where its use may be dangerous to health, or against unsafe dosage or methods 
or duration of administration or application, or against a substantial and rea- 
gnably foreseeable risk of causing accidental injury, in such manner and form, 
as are necessary for the protection of users, including instructions for first-aid 
treatment when necessary or appropriate: Provided, That where any require- 
ment of clause (1) of this paragraph, as applied to any drug or device, is not 
necessary for the protection of the public health, the Secretary shall promul- 
gate regulations exempting such drug or device from such requirements.” 

This proposed amendment is highly objectionable. Many people in the indus- 
try think that a requirement for warnings against “risk of causing accidental 
injury” opens wide the doors to administrative regulation and product liability. 
The apprehension is that with the passage of time there will be an increasing 
administrative demand for warnings against an increasing number of risks; that 
in the field of product liability, litigation will be stimulated and increased ; that 
in cases of alleged injury there would be allegations that the labeling should 
have borne warnings against the risk and that the absence of such amounted 
to negligence per se. 

People in industry who are concerned about this amendment say that the 
risk of accidental injury is dependent upon many contingencies over which the 
manufacturer has no control and which he cannot possibly foresee. Care, or 
lack of it, on the part of the user of a product contributes greatly to the risk 
of accidental injury. And accidents may accompany the use of drugs in all the 
dreumstances, Ways, and aspects in which they may accompany practically 
everything that people do: Walking, riding, bathing, working, playing, ete. 

The second proposed amendment is even more alarming. It proposes that 
labeling must include “instructions for first-aid treatment when necessary or 
appropriate.”” It may be asserted by the enforcement agency or by civil litigants 
that such instructions are “necessary or appropriate” in a multitude of situa- 
tions. It may be asserted that such “instructions” are “necessary” with respect 
to all uses—intended or accidental—of a product and in all the conditions for 
which it is recommended. What is considered “necessary or appropriate” at 
one time may not be so considered at another, and the list of conditions in which 
such instructions are deemed “necessary or appropriate” may lengthen with 
time, and the composition of the “instructions” may broaden and the nature 
of them may change with changing administrations. 

If such instructions are required to be placed on the label, then some labels 
are not large enough. Many drug containers are quite small and there just is 
not room on the label for such instructions in addition to all of the informa- 
tion already required by the law to appear thereon such as: 

(1) The name and place of business of the manufacturer ; 

(2) Accurate statement of the quantity of the contents in terms of 
weight, measure, or numerical count: 

(3) Habit-forming warning in the case of narcotic drugs; 

(4) The common or usual name of the drug: 

(5) The active ingredients if the drug is a compound; 

(6) The declaration of the kind and quantity of any alcohol ; 

(7) The declaration of the name and quantity of a number of drugs 
listed in 502(e), bromides, acetanilid, chloroform, ete; 

(8) Adequate directions for use; 

(9) Adequate warnings against use where its use may be dangerous or 
against unsafe dosage or methods of administration ; 

(10) Statement of precautions in the case of a drug liable to deteriora- 
tion; ete., ete. 

The door to product liability is thrown open even wider than it is by the 
first proposed amendment. If the Food and Drug Administration publishes 
suggested instructions for first-aid treatment, as it has done with respect to 
general warnings under the existing law, then in the absence of such instruc- 
tions on the labels of a product which is alleged to have caused injury, plaintiff 
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in a damage suit will allege negligence per se whether he can ultimately majp. 
tain it or not. Even if such suggested instructions are not published, plaintigt 
in a damage suit will allege that the law requires instructions and that the 
absence of them with respect to the alleged injury and cause thereof is negli. 
gence per se. So, a manufacturer will find himself prejudiced in either event 

This proposed amendment has inherent difficulties in that the matter of firgg. 
aid treatment involves questions of therapeutics; involves medical care anq 
incidents of the practice of medicine; involves questions as to the propriety 
of, and the appropriate, self-medication in such cases. Thus, the manufacture 
will be faced with differences of medical opinion as to whether the instructions 
for first-aid treatment were the proper ones, whether they were “necessary” 
whether they were “appropriate.” Uncertainty, controversy, and much litiga. 
tion will be bred by questions of this sort, blown into considerable proportions 
in the clash of conflicting medical opinion. 

The argument advanced by the FDA for this is that the bill would repeal the 
Federal Caustic Poison Act; that FDA has invoked that act in an extremely 
limited number of cases. That act does have a provision for treatment in cage 
of accidental personal injury. So does the pending bill. But that provision jg 
narrowly limited in scope. What FDA proposes now is to lift the provision from 
the Caustic Poison Act—which is so limited and restricted by that act—and make 
it applicable to any and all drugs and medicines subject to the Federal Food, 
Drug, and Cosmetic Act. The threat to the drug manufacturing industry is that. 
under the guise of saving the Caustic Poison Act with respect to its possible 
application to a drug or medicine, an extremely limited provision would be 
lifted out of its present context and put into the context of the general and basic 
Federal Food, Drug, and Cosmetic Act so as to extend the application of jt- 
and the power of the FDA with respect to it—to all drugs subject to the basie 
act. 

These objections to the FDA proposed amendments have been stated by me 
to officials of the Food and Drug Administration. Likewise, suggested amend. 
ments to accomplish the purposes stated by the FDA for its proposals have been 
submitted. These purposes, with respect to drugs, have related to labeling with 
respect to pressurized containers, to labeling with respect to use by children of 
salicylates, and to action in a few cases under the Federal Caustic Poison Act, 
Employing the same language as that used by the FDA in a policy statement re. 
specting warnings on salicylate preparations, and employing the same language 
as that used by the FDA in its proposed amendment with respect to pressurized 
containers for food, this association has suggested the following amendments 
as meeting the stated purposes of FDA: 

1. Insert a title II amendment to section 502(f) of the Federal Food, Drug and 
Cosmetie Act to add two new subdivisions as follows: 

“Tf it is for use by man and contains a salicylate including aspirin, methyl 
salicylate in an amount of 5 percent or greater and salicylamide (except effer- 
vescent salicylate preparations and preparations of para-amino salicyclie acid 
and its salts) unless its label bears the notation : ‘Warning—keep out of the reach 
of children’ or ‘Warning—keep this and all medications out of the reach of 
children.’ 

“If it is in a dispenser pressurized by gaseous propellants unless it bears such 
autionary labeling with respect to handling, storage, and use of container as is 
necessary to prevent the causing of injury to the health of any user or other 
individual during, or as the result of, reasonably foreseeable handling, storage 
or use thereof, intentional or otherwise.” 

2. Amend section 15, page 20, line 5 to read: 

“Sec. 15. The Federal Caustic Poison Act except insofar as it applies to drugs 
as defined in the Federal Food, Drug, and Cosmetic Act is repealed as of six 
months after the date of enactment of this Act: Provided,” ete. ete., as in 
lines 7 to 12, inclusive. 

In conclusion, we do not oppose the objectives stated by FDA for its proposed 
title II amendments. What we do oppose are the methods it advances for 
achieving those obiectives. We do not believe that such far-reaching amend- 
ments as the FDA has proposed are necessary to accomplish such limited objec 
tives as the FDA has stated. 

Accordingly, the Proprietary Association respectfully asks that if a title II 
amendment is adopted by the committee, the foregoing amendments be accepted, 
and the FDA-proposed amendments as to drugs be rejected. 

The Proprietary Association is appreciative of the committee’s consideration. 
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AMERICAN FEDERATION OF LABOR 
AND CONGRESS OF INDUSTRIAL ORGANIZATIONS, 
Washington, D.C., March 16, 1960. 
fon. KENNETH Ropers, 
Chairman, Subcommittee on Health and Safety, 
Committee on Interstate and Foreign Commerce, 
House of Representatives, 
Washington, D.C. 

Deak CONGRESSMAN Roserts: Enclosed with this letter is a statement of the 
AFL-CIO Standing Committee on Safety and Occupational Health on H.R. 5260, 
Federal Hazardous Substances Labeling Act, for consideration by your Sub- 
emmittee on Health and Safety and the Committee on Interstate and Foreign 
Commerce of the House of Representatives. 

Understandably, there was not sufficient time for me to present this statement 
and I am, therefore, utilizing this method of making the statement. You may 
pe sure I appreciate the gracious action of the committee in this respect. 

The statement makes crystal clear the fact that while the AFL-CIO standing 
cmmittee supports in principle the purposes of H.R. 5260, we believe that two 
necessary amendments should be made. One is to expand the coverage of the 
act so as to include commercial and manufacturing establishments as well as 
pouseholds. The second one is to complement this amendment by including by 
reference the labeling code developed by the Labels Precautionary Information 
Committee of the Manufacturing Chemists Association, Inc. We believe that 
these amendments will result in a practical and effective bill. 

At this point, I must express my disappointment that the testimony presented 
by affiliates of the Department of Health, Education, and Welfare failed to give 
consideration to the protection of wage earners while at work from the obvious 
dangers created by the handling of hazardous substances. This refusal to come 
to grips with the central purposes of H.R. 5260 as we would amend it contrasts 
sharply with the progressive viewpoint expressed by the American Medical Asso- 
dation in its testimony. The regressive attitudes of bureaucracy provide a 
background for the forward looking views of both the AMA and the AFL-CIO 
Standing Committee on Safety and Occupational Health. 

In closing, the hope is expressed that your committee will find it possible to 
give full consideration to our viewpoint and to take proper steps to implement 
our suggestions. 

Very truly yours, 
GEORGE 'T’. Brown, 
Executive Secretary, Standing Committee on Safety and Occupational 
Health. 


STATEMENT OF THE AFL—CIO StTanpDING COMMITTEE ON SAFETY AND OCCUPATIONAL 
HEALTH, BY GEORGE T. BROWN, EXECUTIVE SECRETARY 


My name is George T. Brown and I am the executive secretary to the AFL- 
CIO Standing Committee on Safety and Occupational Health. In the name of 
that committee, I am appearing here to endorse H.R. 5260 in principle. 

This limitation is expressed for two reasons. First, we do not wish our state- 
ment to be so construed as to jeopardize prompt action by the Federal Govern- 
ment on the matter of labeling of hazardous substances for household use. The 
need for such Federal legislation is long overdue and testimony to this effect 
both before your committee and the Senate committee on this bill is voluminous. 

Secondly, we support H.R. 5260 in principle because we believe it should be 
amended to protect handlers and users of dangerous chemicals not only in the 
households but also in the course of their employment, whether that employment 
is in a commercial establishment, in a service industry, on the docks, on board 
ship, or in manufacturing establishments of innumerable kinds. Failure to 
label hazardous substances endangers human beings outside their homes as well 
as inside their homes. 

The hazard is no less from unlabeled chemicals used on the job. True, there 
are not adequate, unimpeachable statistics concerning the incidence of occupa- 
tional disease arising from handling and using chemicals in industry. This 
void does not “prove” that there are none, but simply indicates the unwilling- 
hess or inability of the Federal Government and the State governments to reec- 
ognize the seriousness of such occupational hazards. Actually, it is safe to say 
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that among the 65 million workers throughout America no day goes by in Which 
some workers are not injured by exposure to hazardous substances. 

The problem is of such magnitude that at its forthcoming National Safety Cop. 
ference the AFL-CIO standing committee will highlight this hazard as an inte 
gral part of the program. Regularly, the committee is being made aware g 
such hazards. Only several months ago two union members employed by a 
brass company learned that they were suffering from cancer of the skin arising 
from regular use in the course of employment of a cutting oil. The employer 
was as unaware of the hazards as the employees. Suit was filed against the Oil 
company. The cutting oil was tested at the Kettering Laboratories and foynq 
ecarcogenic on mice. The company settled the suit out of court. 

There are many, many such incidents. The payments made in such cages dy 
not end the cancers and the injuries. They do not prevent the hazards. They 
simply indicate that progress through tragedy is the prevailing philosophy 
Moreover, the point to this incident is also that the employer did not know the 
hazard hidden behind a trade name, Management needs proper labeling jn jty 
places of employment as much as the family physician does who enters the 
household to treat a poisoning case. Certainly, too, the employees need gyeh 
protection on the job as well as off the job, since they too are without knowledge 
of the chemicals and other hazardous substances they handle and use in the 
course of their employment. In short, both labor and management would 
benefit from Federal legislation which would enable them to be warned throngh 
proper labeling of hazardous substances. 

Doubtlessly any proposal to include on-the-job protection of workers 
through effective labeling of hazardous substances will evoke the cynical remark 
that “the labor unions can protect their members without the assistance of a 
Federal law.” While we appreciate this compliment, we do not believe it is ap 
effective answer. 

In the first place, out of approximately 50 million workers eligible for mem- 
bership in trade unions, less than one-third are members. Trade unionism is q 
minority institution in the United States. Moreover, while we have made some 
modest progerss in our attempts to join with management to meet our mutual 
problem of safety and occupational health, nevertheless our goals are still far, 
far away—especially in the area of occupational health. There are some 
excellent safety and health programs now in operation, but, by and large, such 
programs appear in corporations employing 500 or more employees—and these 
firms employ a minority of all workers. Organized health programs among firms 
employing 500 or less employees are very, very rare, and there is no conference 
on occupational health which does not include on its agenda “The Problem of 
the Small Firm in Occupational Health.” As further reference on this point, 
the Occupational Health Branch of HEW could offer volumes of testimony. 

In the second place, whatever the degree of success achieved by the labor 
movement, it would have no significance for the majority of America’s workers: 
they are not union members. They have a right to know the hazards they face 
handling and working with dangerous substances and they need to know it 
promptly and simply. An effective labeling law whose coverage included Amer- 
ica’s workers would safeguard that right. 

With these thoughts in mind, the AFL—CIO Standing Committee on Safety 
and Occupational Health proposes certain amendments to H.R. 5260 while sup- 
porting the bill in principle. 


PROPOSED AMENDMENT NO. 1 


While supporting H.R. 5260 in principle, we propose that the bill be broadened 
in coverage so as to include labeling of hazardous substances “in household, 
commercial and manufacturing use.” 


PROPOSED AMENDMENT NO, 2 


In keeping with the proposed amendment No. 1, to section (O) beginning on 
page 5 of H.R. 5260 there should be added language defining the term “mis 
branded package”, by including the precautionary warning labels now in use 
and published as manuals L-1 and L-2 of the Manufacturing Chemists’ As 
sociation, Ine. 
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vonlabor support for amendment No, 1 
The necessity for labeling legisJation with broad coverage has been recognized 
others than labor unions. In a public document prepared by the Committee 
om Toxicology of the American Medical Association entitled, “Questions and 
answers About Legislation for Hazardous Substances,” there appear the follow- 


ing : ; ‘ . 

“Q, Is there a need to require precautionary labeling of harzardous substances 
gsed in commercial and industrial establishments? 

“4, Yes. Products used in these establishments present a problem almost 
as great’ as that from household use and they also need the benefit of precau- 
tioary labeling. The commercial and industrial need was recently expressed 
to the AMA by a large trade association representing equipment manufacturers 
whose machinery uses hazardous chemicals, Interest in the legislative pro- 

sal was based on the concern for the health of plant operators and other em- 

Joyees exposed to these products in the customary use of the machinery. * * * 

“9, What are the reasons for the broad and encompassing scope of the 
Uniform Hazardous Substances Act’? 

“A. There are four fundamental reasons: (1) the need to bridge the gap be- 
tween existing labeling laws for certain chemicals (drugs, pesticides, etc.) and 
the vast array of products without warning labels; (2) the 10 years of experi- 
ence with pesticides label laws which were found to be most effective in those 
States where household and commercial (agricultural) products were jointly 
covered; (3) the legal precedent for household and commercial use under one 
law as exemplified by New York City regulations; and (4) 90 percent of the 
States have no law for industrial chemicals. Our injury statistics on accidental 
poisoning provide ample evidence of the harm from overexposure to them. 

“Q, Should these products be included in one broad and encompassing bill 
or in several separate bills? 

“A. A single broad and encompassing measure is advocated to assure com- 
plete coverage and uniform consideration of all classes of chemical products 
requiring precautionary labeling.” 

These observations by the AMA committee are pointed and clear. They are 
reflected in the excellent testimony presented to your committee by Dr. O. 
Benwood Hunter, Jr. on March 14, 1960. However, in that testimony wider 
coverage was sought through the device of coining the term “nonmanufactur- 
ing’? so as to mean occupations where raw chemicals are not used as an in- 
gredient of the product. This technique is rather cumbersome and would in- 
troduce many problems in the administration of the act. Interpretations would 
lead to more interpretations and confusion would certainly exist. Without in 
any way denying the excellent safety records of chemical plants of certain 
kinds, this does not mean that the entire industry can be brought beneath 
this very complimentary observation. 

The Bureau of Labor Statistics of the U.S. Department of Labor includes 
under the title “Chemicals” not only industrial inorganic chemicals with an 
injury-frequency rate of 5.2 for the first 9 months of 1959, but it also includes 
under “chemicals” vegetable and animal oils and fats with an accident fre- 
quency rate of 22.7. What is the chemical industry? 

Without in any way disagreeing with the general proposal presented by the 
AMA through the testimony of Dr. Hunter, the suggestion is made that coverage 
be broadened by preserving the wording suggested by the AMA Committee on 
Toxicology “household, commercial and industrial use”. We certainly associate 
ourselves with the general proposal of the AMA that the coverage should be 
broadened. 


Nonlabor support for proposed amendment No. 2 


To complement our proposed amendment No. 1 it would be necessary to 
develop proper labels applicable to commercial and industrial coverage. This 
requirement can be met readily by adopting by reference the excellent labeling 
program developed by the Labels and Precautionary Information Committee 
of the Manufacturing Chemists’ Association, Ine. 

This committee first published “Warning Labels” IL-1 in 1945 and it has 
already passed through several revisions; in addition, L-2 has now been pub- 
lished. It is indeed a regrettable fact that this program of LAPI has not met 
with the success it merited, but the fact is that this farsighted effort did not 
Win voluntary acceptance. Indeed, this very fact underscores the need for 
legislation at the Federal level. 
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CONCLUSION 


The amendments proposed by the AFL-CIO Standing Committee on Safety 
and Occupational Health to H.R. 5260 are realistic and practical; above all 
they point up a legislative guide which for many years has been of inestimable 
value to the people of the United States: 

“The legitimate object of government is to do for the people what 
needs to be done, but which they cannot, by individual effort, do at all, 


or do so well, for themselves.” 
—Abraham Lincoln, 


STATEMENT OF CHARLES J. SAVARESE, JR., M.D., DIRECTOR, Sup. 
URBAN HOSPITAL POISON CONTROL CENTER (PRESENTED By 
MRS. JANE ANGEL, PUBLIC RELATIONS DIRECTOR, SUBURBAN 
HOSPITAL, ACCOMPANIED BY DR. W. F. OETTINGEN, Cov. 
SULTANT) 


Mr. Roserrs. You may proceed. 

Mrs. Ancev. Mr. Chairman and members of the committee, T am 
Jane Angel, the public relations director of Suburban Hospital, ] 
am here to read the statement of Dr. Charles Savarese, who ts director 
of our poison control center. 

Because he is attending his patients at this howr, he has asked me 
to appear. With me on my right is Dr. W. F. Oettingen, who is 
consultant for our poison control center, and is an internationally 
known toxicologist, recently retired from the National Institutes of 
Health. 

Mr. Roserrs. I might say I am very glad to have you, first of all, 
because of your statement, and, second, because it happens to be one 
of my favorite hospitals. 

Mrs. ANceL. Thank you. It makes us very happy. 

The Poison Control Center of Suburban Hospital was established 
officially as of July 1, 1958, by the U.S. Public Health Service, and 
the Maryland State Department of Health. 

Primarily, poison control centers are designed for the use of 
physicians, as an information center where they may obtain the list 
of ingredients in various products, particularly household produets, 
and the antidotes. A file is kept which is supplemented with addi- 
tional items monthly by the National Clearinghouse of Poison Control 
Centers. - Records are sent to the national clearinghouse from each 
poison control center, in order to disseminate the information. At 
present there are approximately 200 such centers in the United States 
and Canada. 

L appear before this committee today for one purpose as a physician 
who is primarily concerned with the preservation of human life. 
Before becoming director of the new Poison Control Center at Subur- 
ban Hospital, I gave only passing thought to the problems of house- 
hold poisonings, simply lamenting the “carelessness of parents” when 
youngsters were brought to me suffering ill effects from having con- 
sumed some common household products. Now—because we have 
kept tab on poisonings at our poison control center, and because of 
the fund of information made available to us through the national 
clearinghouse, I realize it seldom was “gross carelessness on the part 
of parents” but ignorance. Yes, innocent ignorance on the part of 
a class of people who are better educated, who enjoy better-than- 
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average living conditions in my particular area—ignorance because 
they are not warned by manufacturers of products that contain 
ingredients that may be fatal, particularly when consumed by young 
children. 

There are over 300,000 common household products that contain 
poisonous materials, and of the huge number of persons who are 
yoisoned by them, a large percentage are children. Furniture polish, 
bleaches, detergents, pot cleaners, cosmetics, hair preparations—I 
could name an almost endless list of products such as these—com- 
monly found in the average home within easy reach of children. 

As of this date, Suburban Hospital Poison Control Center has 
handled close to 600 cases of poisoning, without a single fatality. 

Records such as these are carefully kept at the center, and duplicates 
of these forms are forwarded to the national clearinghouse for analy- 
sisand statistical use. ' 

You may wonder “Why should a child consume something as evil- 
tasting as products such as these?” But, oddly enough, they do. In 
a single year (1956) there were over 200,000 poisonings in this coun- 
try, with 5,000 deaths—more than from the so-called dread diseases 
such as scarlet fever, meningitis, polio, diphtheria combined. 

May I just say last week, Mr. Chairman, last week in checking these 
figures with Dr. Kahn, who is director of the National Clearinghouse 
under Health, Education, and Welfare, he made the statement to me, 
it is estimated that this year there will be 600,000 cases of poisoning 
in this country. That is purely an estimate, based on national sur- 
veys and on fairly reliable methods of taking such surveys. 

Poisoning figures can be further dramatized by computing that 
there are 89,761 man-years lost in a single year due to poisonings. 
Actually, there are 100 instances of poisonings suffered for every 
fatality from poisoning. 

More and more the crying need for legislation to enforce uniform 
labeling of household products is becoming apparent to the physician, 
and the more enlightened public. You may question “But a preschool 
child could not read the label.” But his parents can and will be 
warned, There has been widespread publicity on this subject: MD 
magazine for the medical profession, February 1958; the Saturday 
Evening Post, November 16, 1957; Hospitals magazine of the Ameri- 
can Hospital Association; Look magazine; the Kiplinger magazine 
Changing Times, July 1957; Health News of the New York State De- 
partment of Health, and many other publications. Coronet magazine 
of September 1958, in an article “Household Chemicals That Kill” 
with the subtitle “Lax Laws, Carelessness and Inadequate Labels A]- 
low Potential Poisons To Endanger Your Family,” laid particular 
emphasis on the need for uniformity in labeling laws, but every article 
we have read on the subject of poisonings emphasizes this point to a 
strong degree. 

In our small way at Suburban Hospital we are making an attempt 
to educate families to the perils that lurk in the kitchen, the bathroom, 
and the bedroom. Publicity goes out regularly to our local news- 
papers. Civic groups, particularly those composed of young parents, 
are addressed on the subject by members of our Poison Control Cen- 
ter Committee—and invariably these young mothers express astonish- 
ment and are appalled to learn of the poisonous products they are in- 








74 FEDERAL HAZARDOUS SUBSTANCES LABELING ACT 


nocently harboring in their homes within reach of children. We hays 
distributed stic kers to these groups, to be put on suspected products— 
and this past spring, through the Board of Education of Montgomery 
County, we distributed 7,000 leaflets at the preschool conferences 
warning mothers of kindergarteners of the dangers in common house. 
hold products. The Public Health nurses of our country have beep 
thoroughly briefed by us on the subject. But the proportion of par. 
ents we reach is of course extremely limited. 

Poisoning is the most common medical emergence y among childrey, 
Accidental poisonings account for 43 percent of all death among 
children between the ages of 2 and 3, particularly. Realizing this 
physicians are greatly alarmed at the inc reasing number of produet 
appearing on the market that contain toxic ingredients, and are ip 
no way labeled as to content and toxicity. We physici lans who act ag 
heads of poison control centers keep pleading with manufacturers of 
drugs, medicines, and household items that contain potential poison 
to be a bit more open and informative in their labeling. The 
producers of these items are reluctant to label their product “Poison” 
when it isn’t outright poison. They do not want to use the old skull 
and crossbones insignia on labels because it lowers their sales, is the 
argument. Some will not indic: ate a harmful ingredient “for fear of 
giving away the formula.” Some suggest to the buyer that a certain 
polish, cleaning fluid, or deodorant “may be fatal if inhaled or swal- 
lowed,” but too m: iny put this in the tiniest type which few users ever 
read. Many do not even have a “warning” label. 

At present, no Federal law compels a manufacturer of household 
products to list the ingredients in these products on his labels. This 
leaves the doctor in the dark. When a patient comes in violently sick, 
convulsing, or in a coma, sometimes hours are spent trying to track 
down a manufacturer to learn what is in the new cleanser, or antirust 
compound, so that possible treatment may be administered. 

Often the police are called upon to help locate the manufacturer 
of some new lethal household liquid or paste. There is strong evidence 
that the toxicity of common household products is not generally 
recognized; hence many parents delay hours—even many days—in 
seeking treatment for children whom they know have swallowed 
household products. The important and sad fact is that each of thes 
many deaths and illnesses is capable of being prevented. None of 
the hundreds of thousands of poisonings need to have occurred. Un 
less we get legislation in this country leading to uniformity in labeling 
household products as to toxic content, these tragic poisonings will 
continue—and will increase. 

Gentlemen, I deeply appreciate this opportunity to appear before 
this committee to present you with a few of the facts of the poisoning 
picture—facts which are ‘overwhelmingly substantiated through the 
National Clearinghouse for Poison C ontrol Centers which acts under 
the U.S. Department of Health, Education, and Welfare. I feel that, 
as a typical poison control center director, I speak for all such directors 
when I assure you of our earnest desire to see legislation enacted 
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that will help prevent these tragic, unnecessary poisonings of our 
children—legislation that will create a fair and uniform labeling law 
for household products. 

Dr. Von Oettingen, on my right, would be happy to answer any of 
our questions. 

Thank you. 

Mr. Roserrs. What is your name, for the record? 

Mrs. ANceL. Jane Angel. I am public relations director. 

Mr. Roserts. This is Dr. Von Oettingen ? 

Mrs. ANGEL. This is Dr. W. F. Von Oettingen. 

Mr. Roserts. I want to certainly thank you for your statement. Is 
this the only poison control center in this metropolitan area? 

Mrs. ANGEL. No, sir; they have a very large and very active one 
at Children’s Hospital. There are six in the State of Maryland, 
three of which are in Baltimore, itself. 

We were quite interested at the end of the first 10 months of our 
operation, however, to get a report from the Maryland State De- 
partment of Health, and to find that of the six poison control 
centers in the State of Maryland, Suburban Hospital handled twice 
ag many cases in a 10-month period as any of the other six of the 
State within a year’s period. 

Mr. Roserts. Well, I note in your statement you mention the 
fact that in many cases that label is carried in the tiniest of type, 
and I certainly agree. I have reached the point now where I not 
only have to have one pair of glasses, but sometimes two; and I am 
wondering, perhaps, if some consideration should not be made in 
this legislation to at least put some type of minimum on the size of 
type that can be used on this. 

Mrs. ANGEL. My understanding is that is the meaning of the “uni- 
form label.” I would like to illustrate what you just said, Mr. Chair- 
man. 

I do talk to these groups of young mothers, and we do have a 
box of things that we have had brought into the center, as I mentioned 
in Dr. Savarese’s statement; and one of the most glaring ones—I will 
not name the product, itself, but it is by trade name—is a most delicious 
looking furniture polish. It is strawberry colored, and it looks about 
the same shape as a bottle of strawberry pop. 

After scrutinizing the label very carefully, I did find in the tiniest 
type that the human eye could read that it said, “may be harmful if 
swallowed by children.” 

The pediatrician of our medical staff has stated that this is one 
of the most offensive things, in his mind, and I think it is a classic 
piece of understatement, because according to this physician this will, 
without. doubt, produce death if swallowed by the child. 

Mr. Ronerts. Well, I certainly appreciate the contribution you have 
made, and I am very happy to have had you appear before the 
subcommittee. 

I would like at this time, Mr. Reporter, to offer some statements 
for the record : 

(The statements follow :) 
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LAW OFFICES OF HAMEL, PARK & SAUNDERS, 
Washington, March 14, 1960. 
Re labeling of hazardous substances, H.R. 5260, S. 1288. 
Hon. OREN Harris, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D.C. 


Dear Sir: The Toilet Goods Association, Inc., an organization of manufae. 
turers of perfumes, cosmetics, and other toilet preparations as defined in the 
Federal Food, Drug, and Cosmetic Act and representing more than 90 percent by 
volume of that industry, desires to place before your committee its comments 
on the above-mentioned bills. 

The proposed legislation exempts products covered by the Federal Food, Drug 
and Cosmetic Act, and such exemption is highly desirable in our view. We 
believe that products covered by the Food, Drug, and Cosmetic Act should pe 
regulated under that act and no other in the interest of uniformity, ease of 
enforcement, and the understanding and compliance which comes with the 
familiarity of terms of the regulatory agency. 

Thus, this association concurs with the view expressed by Dr. George p. 
Larrick, Commissioner of the Food and Drug Administration, before the Senate 
Interstate and Foreign Commerce Committee, insofar as cosmetic products are 
concerned, that the Food, Drug, and Cosmetic Act be amended to cover any 
hazards with respect to cosmetic products. This may be accomplished by add. 
ing a title II to the proposed legislation. 

The Senate committee suggested that the Food and Drug Administration ¢op. 
fer with industry representatives to work out a suitable amendment to protect 
consumers of cosmetic products. Accordingly, this was done and the Food ang 
Drug Administration and the Toilet Goods Association came to substantial 
agreement for a suitable protective amendment to the Food, Drug, and Cosmetic 
Act as is illustrated by drafts as hereinafter set out. We believe that the lan. 
guage of the association is to be preferred; however, the difference between that 
and the language of the administrative agency is not of great significance. 

The association limited its remarks then and its recommendations now are 
strictly with respect to cosmetic products, where the experience of the associa. 
tion may be of value to your committee. The association suggests that the Food, 
Drug, and Cosmetic Act be amended by adding the following new paragraph to 
section 602 of such act: 

[“A cosmetie shall be deemed to be misbranded—] 

“(e) If because of its nature, composition or packaging it involves a substan- 
tial risk of causing substantial injury to health during or as a result of any 
reasonablv foreseeable handling, storage or use by any individual or as a result 
of reasonably foreseeable ingestion of children unless in either case it bears (in 
addition to any other prescribed labeling) (1) such cautionary labeling as js 
necessary for the protection of such persons and (2) where appropriate and 
necessary, instruction for first aid treatment. Whenever the Secretary finds 
that any cosmetics or class of cosmetics is subject to the provisions of this para- 
graph and in his judgment a declaration to that effect will promote the obiectives 
of this paragraph by avoiding or resolving uncertainty as to its application he 
may by regulations declare any such cosmetic or class of cosmetics to be, and it 
shall during the effectiveness of such regulations be deemed to be effective to 
such provisions. Nothing in the paragraph shall be construed to exempt any 
article otherwise subject to the requirements of this paragraph from such 
requirements by reason of the absence of such a regulation.” 

The proposed amendment of the Food and Drug Administration reads 4% 
follows: 

“(e) If because of its nature, composition, or packaging it involves a sub- 
stantial risk of causing injury to health during or as the result of any reason- 
ably foreseeable handling. storage, or use, by any individual, whether intentional 
or otherwise, unless in either case it bears (in addition to any other prescribed 
labeling) (1) such cautionary labeling as is necessary for the protection of such 
persons and (2) where necessory or approvriate, instruction for first aid treat- 
ment. Whenever the Secretary finds that any cosmetic or class of cosmetics 
is snbject to the provisions of this naragranh and in his judgment a declaration 
to thet effect will promote the objectives of this paragranh by avoiding or resolv: 
ing uncertaintv as to its anplieation, he may by regulation declare any such 
cosmetic or class of cosmetics to be, and it shall during the effectiveness of such 
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regulation be deemed to be, subject to such provisions. Nothing in this para- 
ph shall be construed to exempt any article otherwise subject to the require- 
ments of this paragraph from such requirements by reason of the absence of 
such a regulation.” 
Respectfully submitted. 
FULLER HOLLOWAY, 
Counsel for the Toilet Goods Association. 


§rATEMENT BY Roy W. PEET ON BEHALF OF ASSOCIATION OF AMERICAN Soap & 
GLYCERINE PrRopuCcERS, INC. 


Mr. Chairman, members of the committee, my name is Roy W. Peet, and I am 
filing this statement on behalf of the Association of American Soap & Glycerine 
Producers, Inc., 295 Madison Avenue, New York City, N.Y. I have been asso- 
ciated with and worked in the soap industry for the past 40 years, having been 
employed with one of the large soap companies for 29 years and having been 
manager of the association since 1948. 

Our association has approximately 150 companies as members. They include 
members in all sections of the country and represent over 80 percent of the ton- 
nage of soaps and detergents in thie country. 

We have an interest in H.R. 5260 and believe that a Federal Hazardous Sub- 
stance Labeling Act is desirable and establishes a model for uniform State legisl- 
lation. We have studied the wording of the bill as introduced and believe we 
can support the bill in general, provided it incorporates the amendments re- 
ferred to by Dr. Emil Klarmann and which the Senate subcommittee recom- 
mended in the companion bill, 8. 1283. 

We have worked with CSMA and the other industry groups on the wording 
of this bill and the proposed amendments. We believe these amendments clarify 
the bill, eliminate some of the vagueness and broad generalities and help to 
protect people from hazardous substances without needlessly involving non- 
hazardous substances. Typical of the latter are the ordinary household soaps 
and detergents which have been used by millions of people of all ages for a great 
many years with great benefit and without harm. 

In conclusion, we endorse this bill provided the changes outlined by Dr. 
Klarmann, and now incorporated in the Senate companion bill, are adopted. We 
understand that these amendments have been fully endorsed by the .other 
jnterested industry groups and by the Department of Health, Education, and 
Welfare. We believe that with these amendments the bill would be a sound 
piece of legislation protecting the public from truly hazardous substances inso- 
far as they can be protected and without involving nonhazardous substances. 

May I take this opportunity of thanking the chairman and the members of this 
subcommittee for presenting us with this opportunity to express our views on 
this bill. 


THE ASSOCIATION OF STATE AND TERRITORIAL HEALTH OFFICERS, 
Indianapolis, Ind., March 18, 1960. 
Hon. OREN Harris, 
Chairman, House Committee on Interstate and Foreign Commerce, 
House Office Building, Washington, D.C. 


Deak CONGRESSMAN Harris: It is my pleasure to forward to you, at the in- 
struction of the Association of State and Territorial Health Officers, the action 
taken by that organization at its annual conference held on October 14-16, 1959. 
The association recommended that in the interests of accident prevention and 
as a matter of public policy, packages or containers of materials should have 
uniform information clearly stated on the label, identifying: 

(1) The most toxic ingredients; 

(2) The paths of absorption by which the ingredients may enter the body; 

(3) The kind of hazard involved (pictorial representation, if available); 

(4) The approximate toxicity expressed either as a grade of precau- 
tionary wording or as some visual method of quantitation ; 

(5) Any known antidote and first-aid procedures ; 

(6) The precautions to be taken in using the material; 

(7) The precautions to be taken where special hazard materials (such 
as medications or household materials) might be easily available to children. 
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3ecause the resolution pertains to congressional action, and most partie ularly 
to your committee, I am forwarding it to you with the hope that it will be helpful 
in any deliberations on this subject. 
Please be assured that the association will be available to provide additiongy 
information should this be necessary 
Sincerely, 
A. C. OrruTtT, M.D., Secretary-Treasurey. 


AMERICAN HospIralL ASSOCIATION, 
WASHINGTON SERVICE BUREAU, 
Washington, D.C., March 25, 1960. 
Hon. KENNETH A. ROBERTS, 
Chairman, Subcommittee on Health and Safety, Interstate and Foreign Com. 
merce Committee, House Office Building, Washington, D.C. 

DEAR CONGRESSMAN Roperts: Your subcommittee, I understand, has under 
consideration H.R. 7352, which embodies the provisions of the proposed Uniform 
Hazardous Substances Act. 

The American Hospital Association supports the principles underlying this 
proposal. We believe there is a need for legislation which will control more 
effectively the labeling of hazardous substances that are not covered by the 
Federal Food, Drug, and Cosmetic Act. The concern of hospitals in this areg 
is based both on their general interest in the health of the people and in accident 
prevention, and on the fact that many hospitals operate poison control ee 
We think it important not only that there be adequate warning of danger, but 
also that as complete information as is practicable regarding remedial snentiall 
be made available to users, since time is so often a vital factor in Cases of 
poisoning. 

There is one minor point which is of some concern to hospitals, though with 
respect to Federal legislation our concern is probably limited to the District of 
Columbia and other Federal territory. Hospitals frequently compound, on 
their own premises, disinfectants, or other cleaning materials for use within the 
hospitals, and it would seem to us inappropriate and needlessly burdensome to 
require that the containers of such materials bear all of the warnings that 
should accompany similar materials sold for household use. I doubt that the 
provisions of H.R. 7352 would be construed to apply to materials produced ina 
hospital for its own use, but if you agree that application in such cases would 
be: inappropriate, I believe that a statement to this effect in the report of your 
subcommittee would be helpful. 

If it is not too late, I should like to request that this letter be incorporated in 
the record of the hearing before your subcommittee. 

Sincerely yours, 
KENNETH WILLIAMSON, Associate Director. 


U.S. ATOMIC ENERGY COMMISSION, 
Washington, D.C. March 29, 1960, 
Hon. OREN HARRIS, 
Chairman, House Committee on Interstate and Foreign Commerce, 
House of Representatives. 

DeaR Mr: Harris: I have been informed by the Bureau of the Budget, that 
your committee is now considering H.R, 5260 a bill to regulate the interstate 
distribution and sale of packages of hazardous substances intended or suitable 
for household use. As you know, a similar bill is before the Senate as §, 1283, 

I thought you might be interested in a copy of the comments on the Dill 
which we submitted to the Senate Committee on Interstate and Foreign 
Commerce. 

Sincerely yours, 
Dwieut A, INK, 
Assistant General Manager 
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U.S. AroMic ENERGY COMMISSION, 
Washington, D.C., August 20, 1959. 


Hon. WARREN G. MAGNUSON, 


Chairman, Committee on Inte rstate and Foreign Commerce, 
US. Senate. 

Deak SENATOR Macnuson: This letter is in reply to your request for the 
Commission's comments on 8S. 1283, a bill to regulate the interstate distribution 
and sale of packages of hazardous substances intended or suitable for household 


other use in this country is source, special nuclear or byproduct material subject 
to the regulations of the Atomic Energy Commission pursuant to the Atomic 
pnergy Act of 1954, as amended. The act established a comprehensive system 
of regulatory control by the Atomic Energy Commission over such materials in 
order to protect health and safety and the common defense and security. Ex- 
cept for very small quantities of source material exempted by ( ommission regu- 
lations, the possession, use Or transfer of such materials without a license from 
the Commission is unlawful; and licensees are required to observe such regula- 
iy be issued by the Commission in order to protect health 


se. ; 5 : es ; : 
: By far, the greatest volume of radioactive material which is in commercial or 


tions and orders as mi 
and safety. : 
In order to carry out its responsibilities under the Atomic Energy Act of 
1954 the Commission has issued a number of regulations to protect health and 
safety, which apply to the possession and use of source, byproduct, and special 
nuclear material. These regulations include part 20, “Standards for Protection 
Against Radiation”; part 30, “Licensing of Byproduct Material ; part 40, 
“Control of Source Material”; part 50, “Licensing of Production and Utilization 
Facilities”; part 79, “Special Nuclear Material”; and part 32; “Protection 
Against Accidental Conditions of Criticality in the Shipment of Special Nuclear 
Material.” Copies are enclosed. Other regulations are in course of preparation. 
The Commission's regulations establish detailed requirements. and criteria 
for the issuance of licenses; and permit the use of licensed miiterials only for 
such uses as the Commission has found by regulation or in the applicable 
license to be consistent with health and safety. Appropriate labeling of ar- 
ticles containing source, byproduct, and special nuclear material is required. 
Exceptions from labeling requirements are contained in part 20 only for exceed- 

ingly small quantities of such materials. 

Basically, the Commission’s regulations require that: 

1. Each licensee or his staff must have suitable training or experience 
to possess and use the material or facility safely for the purpose for which 
it is requested ; 

2 His equipment, facilities, and operating procedures must be adequate 
to protect health and minimize danger to life and property ; 

8 The location of the proposed use must be suitable for the purpose ; 

4. He may use the material or facility only for a purpose authorized 
in his license ; 

5. He may not transfer the material or facility except to a person 
authorized to receive it and may not dispose of radioactive material except 
as authorized. 

Exemptions from specific licensing requirements are provided only for the very 
small quantities of byproduct material specified in section 30.72 and very small 
quantities of source material. Depending on the nature of the licensed activity, 
periodic inspections of licensees are made to assure their compliance with the 
Commission’s requirements and to determine whether previously unforeseen 
hazards may arise. 

The Commission has authorized the introduction of byproduct material into 
products intended for household use only if authorized in a specific license 
issued pursuant to section 30.71. Under that section the Commission has au- 
thorized the introduction of byproduct material into the four types of devices 
specified in that section, namely, static elimination devices, spark gap, and 
electronic tubes, light meters and ion generating tubes. It should be empha- 
sized that section 30.71 is effective only when the specified devices contain 
not more than the quantity of byproduct material specified in the section and 
then only if the device has been “manufactured, tested, and labeled by the 
manufacturer in accordance with the specifications contained in a specific 
license issued to him pursuant to the regulations * * *.” 
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The quantity of source material permitted without a license, and the quay. 
tities of byproduct material permitted under a general license are not lg 
enough to permit their introduction on a significant scale into household prod 
without a specific license from the Commission. In addition, persons poss 
byproduct material under a general license may not administer such ma 
to human beings or add it to any food, beverage, cosmetic or drug, or inclndg 
it in any device intended for use in the treatment of human beings or animal 

In view of the Commission’s extensive authority under the Atomic En 
Act of. 1954 and the comprehensive scope of its regulatory program to Protect 
against hazards to health and safety arising out of the possession, use gng 
transfer of. byproduct, source and special nuclear material, the Commission 
is aware of no purpose which would be served by including those materiaig 
within the scope of the bill. Indeed, the bill would apply only with r 
to substances which “may cause substantial personal injury or illness du 
any customary or reasonably anticipated handling or use” (sec. 2(f)) ; and the 
Commission would not under such circumstances authorize the introduction 
of byproduct, source or special nuclear material into household products, 

In view of the fact that the Commission is presently exercising far mom 
extensive controls with respect to source, byproduct, and special nuclear mg 
terial to protect health and safety than would be provided in 8S. 1283 
respect to such materials, we urge that these materials be excluded from the 
applicability of the bill. For this purpose, we suggest that the following hp 
added at the end of subsection 2(f) of S. 1283: “the term ‘hazardous substaneg 
shall not include any source material, special nuclear material or byprodug 
material as defined in the Atomic Energy Act of 1954, as amended, and regi. 
tions. issued, pursuant thereto by the Atomic Energy Commission.” 
Sineerely’ yours, 

A. R. LUEDECKE, General Manager, 


Mr. Roserts. The subcommittee will stand in recess until further 
call of the Chair. 
(Whereupon, at 12:10 p.m., the hearing was adjourned. ) 
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